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OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOI'O HPEIIAPATA

HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEIIAPATA

1.1. ToproBoe HaMMeHOBaHHE JIEKAPCTBEHHOI0 Npenapara
BakipHa Ui Npo(HIaKTHKK IPHUIIA [MHAKTUBUPOBAHHAs .

1.2. [do3upoBKa
OjnHa no3a B 006EMe 0,5 Mil.

1.3. JlexkapcrBennasi ¢gopmMa P e ‘{_—? ,530
CyCIIeH3HS ISl BHYTPHMBILLIECYHOTO BBEICHHS. N 3

1.4 OO0menpHHSATOE HAMMEHOBAHHE BAKIIMHbBI
BakIyHa JU1s TPO(GUIAKTHKH TPUIIIa [HHAKTHBUPOBAHHAS |.

2.  KAYECTBEHHBINA U KOJJUMYECTBEHHBIA COCTAB

2.1. dapmaneBTHYECKHE CyOCTAHIHH
1 nosza (0,5 Mi1) COLEP)XUT BUPYCHI I'PHIINA, KYIbTUBUPOBAHHBIC HA KyPHUHBIX
3MOpHOHAX, MHAKTHBUPOBAHHLIC, PACIIEIUIEHHBIC, IPEICTABICHHBIE ITAMMAaMH,

3KBUBaAJICHTHBIMH CIICAYIOIIHAM:

A/ (HiNy) — 15 MKr reMarmIrOTHHUHA®;
A/ (H3N») — 15 MKr reMarriroTHHAHA®;
B/ — 15 MKT reMarmIlOTHHHHA™,

*  JIItaMMOBBIi COCTaB BaKLUMHBI OOHOBISIETCSS B  COOTBETCTBHH C
pexoMernauussvMi BO3 Ha TEKyIIHii STTHAEMUYECKON CE30H.

2.2. AJBIOBAHTHI M (WIN) 21COPOEHTDI
He coepsXuT abIOBAaHTOB U a/ICOPOEHTOB.

2.3 MHoroao3Hbie Npenaparbl
He npumeHuMO.

2.4 CcpliKa Ha nepevYeHb BCIIOMOraTeJIbHbIX BelecTB
TToMHBI TIEpeYeHb BCIIOMOraTeIBHEIX BEIECTB NPUBEIEH B paszene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

CycrieH3sus U1 BHYTPUMBIIIEYHOTO BBEICHHA.
Onucanue

BecuperHas ¢i1abo onajecuyupyrouias XuIaKoCThb.
4. KJIMHUYECKHUE JAHHBIE

4.1. Tloxa3aHus K NPUMEHEHHIO

AKTHBHAsl eKerofHas mpoduiIakTideckas MUMMYHH3alUsd INPOTHB CE30HHOTO
rpuNna ieTeii ¢ 6 MecsueB, OAPOCTKOB U B3pOCIbIX 6€3 OrpaHUIeHHs BO3pacTa,
a Taroke 6epemennbix xeniuH Ha II-ITI TpumecTpax GepeMEHHOCTH.

Crpannua 1 u3 14



Bakuunanus 0coOCHHO nokasaHa: ( ¢ 7 ') 2

—  yuammmMcs 06meo6pa3oBaTeIbHBIX YUpeKICHHUH;

—  ofyyaromumMcs B IpodeCcCHOHAIBHBIX 00pa30BaTeIbHBIX OpPraHU3alHsiX H
06pa3oBaTeNbHBIX OPraHM3aLMAX BBICIIETO 00pa30oBaHu,

—  B3pOCTBIM, pabOTAIOUUM IO OTAENbHBIM TPOQECCHIM U IOIDKHOCTAM
(paGOTHMKH MEMIMHCKMX ¥ 00pa3oBaTeNbHBIX OpraHu3alHi, TPaHCIOPTa,
KOMMYHaJIbHOM c(epbl ¥ chepbl MPEAOCTABICHHS YCIIYT);

—  JHIaM, paboTaromum BaXTOBBIM METO/OM, COTPYAHHKaM
NPaBOOXPAHUTEIBHBIX OPTaHOB M TOCYAAPCTBEHHBIX KOHTPOIBHBIX OPraHOB B
IyHKTaX IpOITycKa uepe3 ToCylapCTBEHHYIO IPaHHITY;

—  paboTHHKaM opraHu3anui COLIMAJIBHOTO ob6cmyKuBaHUA 5
MHOTO(YHKIIMOHAIBHBIX LICHTPOB;

—  TOCYIapCTBEHHBIM I'PAXKJaHCKMM H MYHHIUITATIbHBIM CITYXKaIlluM;

—  B3pocubiM crapure 60 ner;

—  JMI@aM, TIOJUTEKAIUM MPU3bIBY Ha BOCHHYIO CITYXOY;

—  IMIAaM, ¢ XPOHHYECKUMH 3a00JICBAHUAMHE, B TOM YHCJIE ¢ 3a00I€BaHUSIMHU
JIETKMX,  CEPAEYHO-COCYIMCTHIMH  3a00JEBAHMAMM,  METabOIMICCKUMH
HApYLIEHUSIMH U OXKHPEHHEM;

—  OepeMeHHBIM XeHINHHAM (cM. paszen «PepTHIBHOCT, OEPEMEHHOCTE U
KOPMJICHHE I'PYABIO»).

4.2. Pexum 103HPOBAHUSA H CIIOCOD MPUMEHEHUSI

4.2.1. Pe:xuMm 103HPOBaAHUS

PexoMeH1yeMble Pe)KHM JO3UPOBAHMS 1 00JaCTh BBEICHU:

— getu ot 6 mo 11 MmecsueB BKIIOYHTEIBHO — JIBYKpPAaTHO€ BBEICHHE C
MHTEPBAJIOM HE MeHee 4-X HeJellb B epeIHeO0KOBYI0 IOBEPXHOCTE Oe/pa B 103€
0,25 ma (1/2 no3er);

—  JeTd oT 12 mecsaueB a0 35 MecsaleB BKIIOYUTEIBHO — OJHOKPATHO HIIA
JIBYKpPaTHO* ¢ WHTEpBAIOM He MeHee 4-X HeEIelb B IEPEAHEO0KOBYIO
MOBEPXHOCTh Oeapa WM OOmacTh JENBTOBMAHOM MBIIILBI INPU HAJIMYHH
JIOCTATOYHON MBIIIEUHOM Macchl B 1o3e 0,25 mu (1/2 no3sl);

— getu or 36 MecAneB A0 & JIeT BKIIOYMTENBHO — OJHOKPAaTHO HIIH
JOBYKpaTHO* ¢ MHTEpBaJIOM B 28 HElH B 001aCTh A€NBTOBUIHON MBIIIIBI B [103€
0,5 mu;

* 0demsam mnadwe 9 nem, enepevle BAKYUHUPYEMbIM NPOMUE 2PUNNA, NOKA3AHO
osykpamHoe  e8edeHue  Baxyumol oA npoghunakmuxu  epunna
[unaxmueuposannoii] c unmepeanom ne meree 4-x neoenwb

—  JIeTH OT 9 JIeT ¥ B3pOCiible — OHOKPATHO B 00/1aCTh AE€TBTOBH/IHON MBILILBI
B n03¢ 0,5 mi.

4.2.2. IlyTs BBeeHU

Bakiisa BBOAMUTCS TOJBKO BHYTPUMBILIEYHO!

He nomyckaercst BHyTpUCOCYAMCTOE BBE/IEHHE Npenapara!

I[Tepen npuMeHEHNEM BAKIUHY CIIETYCT BBIIEP)KATh JO KOMHATHOM TEMIIEpaTyphI
¥ XOPOIIO BCTPSIXHYTh.

BckpeiTHe ammyn M Iponeaypy BaKIMHAIMM OCYLIECTBIAIOT IIPU CTPOTOM
COOMIONEHUH TIPaBUJI ACENTHKA W AHTUCENTUKH: Iepel] BCKPBITHEM IIEHKY
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ammyiasl W ckapupukarop (B cn'yt"{ae HEOOXOJUMOCTH €ro  IPUMEHEHHS )

TIPOTHPAIOT CTEPUIBHON canmpeTkod, CMOYEHHOH 70-MPOLEHTHBIM ITHIOBBIM

CITUPTOM, BCKPBIBAIOT aMITyly, HaOHMparoT BakKIMHY B IINPHI OJHOPA30BOI0

NpUMEHEHHs M YHAIOT M3 UIIPHIA OCTaTOK Bo3AyXa. 70-TPOLEHTHBIM

STHJIOBBIM CITMPTOM NPOTHPAIOT KOXKY B MECTE HHBEKLIUH.

I[TpenapaT BO BCKPBITOM aMITyJie XpPAHEHHIO HE MOIJIEKHUT!

4.3. IlporuBonokasanusi

Jlerckuii Bo3pact 10 6 MECSLEB.

AJuleprudeckre peakiuuy Ha KypUHbIH 0€10K ¥ KOMIIOHCHTBI BAKIIHHBI.

AJTeprudeckue peakiiii Ha paHee BBOJHUMEIE TPHIINO3HEIC BAKIIUHBI.

CunpHast peakuus (Temmeparypa Beime 40° C, oT€K M rHIEpeMHs B MECTE

BBEJICHHS CBBIIIE 8 CM B IMAMETPE) UIIH OCJIOKHEHUE Ha IIPEIBINYIIee BBEICHHE

npenapara.

Octpele MH(EKIHMOHHbIE WIM HeMH(pEKIHOHHBIe 3aboneBanHus, 0bOOCTpEeHHE

XPOHUYECKHX 3a00/eBaHui (BaKIMHAIIMIO TPOBOAAT uepe3 2-4 HeIenu Iocle

BBI3JIOPOBJICHHUS HJTH B IEPUO]] PEMUCCHH).

[Ipy HETSKENBIX OCTPLIX PECIUPATOpHBIX BHPycHBIX uHbekimax (OPBH),

OCTPBIX KHIIEUHBIX 3a00/IeBaHUSX BAKIIMHAILIMIO MIPOBOAAT ITOCIIE HOPMAIH3alu1

TEMIIEPATYPBHL.

4.4. Oco0Oble yKa3aHusi ¥ Mepbl NMPeI0CTOPOKHOCTH NPH NPHMEHEeHHH

— BaknuHa mnpejHa3HaueHa TONBKO JUI1 BHYTPHMBIIIEYHOIO BBEICHH!

Hu mpu Kakux ciaydasx He JOIMyCKaeTCs BBOAUTHL B COCYAUCTOE PYCIIO.
He mnpuroseH K IIPUMEHCHHIO MpermapaT B amIyjgaX C HapyLIeHHOH
IIEJIOCTHOCTBIO MJIM MAapKHPOBKOW, NPU HW3MEHEHUH (U3MYECKHX CBOKMCTB
(uBeTa, MPO3pPavYHOCTH), IIPH HATHYHA ITOCTOPOHHUX YACTHII, IPH UCTEKIIEM
CpOKE TOAHOCTH, HAPYIIEHHH TPeOOBAaHMH K YCIOBHAM XPaHEHHUs /I
TPAHCIIOPTHPOBAHMUS.

— Baknuna npenHa3HaveHa /Ui MpUMEHEHHS B J1e4eOHO-TTPOQHUIAKTHYCCKUX U
CaHUTAPHO-MPOPHIAKTUIECKUX YIPEXKICHHUAX;

— Ilepen mNpHBHMBKOM BaKUMHUPYEMble JOJDKHBI OBITE OCMOTPEHEI BpPaYoOM
(benpomepom) ¢ 00s3aTenpHBIM TPOBEACHHEM TepMmomerpuu. Ilpu
teMrieparype Boinie 37°C BaKIMHALUIO HE IIPOBOJIAT.

— ITomobHo BceM HMHBEKIMOHHBIM BaKIMHAM, TPU BO3HUKHOBEHHH pEIKO
BCTPEYAIONIErOCs IMOCe BBEJCHHs BAaKIMHbI aHA(UIAKTHYECKOrO sIBICHHA
HEOOXO/IMMO BCer/ia pacroyiaraTh BO3MOXKHOCTBIO OKa3aHUSA MEAMIMHCKOH
MOMOIIIM M OCyIIecTBIeHuss Habmonenus. B kabunerax, rae npoBOAUTCS
BaKLMHALMA, HEOOXOOUMO HMETh CpeJACTBAa NPOTHBOIIOKOBOM TEpAIIHH.
BakiuHUpOBAaHHBIH JIOJDKEH HAXOAUTHCA 10/ HabmroaeHneM MeIpaboTHHKA B
TeyeHue 30 MUHYT 1IOCI/Ie BAKLIMHALIMH.

4.5. B3aumopeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBLIMH MpenaparamMu H

Apyrue ¢popMbl B3aUMOAeHCTBHUS

Baxuuna i mpoHIaKTHKY TPHIITIA [MHAKTUBUPOBAHHAS | MOXKET IIPUMEHATHCS

OZIHOBPEMEHHO ¢ BakiuHamu HamuoHanbHOrO KaneHaaps Mpo(uIaKTHYeCKUX

npuBuBoK (3a wuckmoueHneM BIDK wu BIDK-M) u wnHaKTHBUPOBaHHBIMU

BaKIMHAMK KaJieHAaps MNpOoQMIAKTUYECKHMX IPHUBHUBOK TI10 JIMHIAEMHUYECKUM
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MOKa3aHUsM (32 HCKIIOYeHHEeM aHTHpabudeckux). ~Hpu 3TOM, HOIHKHBI
VUMTHIBATECS [POTHBONOKA3aHHA K KaXJOH M3 TIPUMEHseMOH BaKIWH;
Tmpenapathl ClIeAyeT BBOAWTH B pasHble YYACTKH TeNa PasHBIMH IINPHIAMH.
BakuuHauus NanyeHToB, ITONyYarolMX HMMYHOCYIPECCHUBHYIO TEparuio
(KOPTHKOCTEPOUIBI, IUTOTOKCHYCCKHE M PaJMOaKTUBHBIE IPENapaTsl), MOXKET
ObITH MeHee () PEKTUBHOM.

4.6. ®epTHIBHOCTH, 0epeMEHHOCTH H KOPMIIEHHEe IPY/bI0

bepeMeHHOCTD

JlaHHBIC KIMHHYECKUX HCCIICHOBaHHIT BAKIMHBI ¢ yyacTHeM sxeHmuH Ha I u I1I
TpuMecTpax OepeMEHHOCTH IIOKa3alM, 4YT0 BaKIUHAIMA HE OKa3bIBaeT
OTPHUIIATEIFHOrO BO3ACHCTBHA Ha IUIOJ M OPraHW3M JKEHUIMHBI, H IIperapar
MOXKET IIPUMEHATHCS IpU GepeMeHHOCTH, HaurHas co II TpuMecTpa.

Kopmienue rpyaso

JlaHHBIE O HOBOPOXKJCHHBIX/IETAX IEPBOI0 Troja >KH3HH, BCKOPMIICHHBIX
JKEHIIMHAMM, TNPUBHUTBIMA  BakiHOM 04 NpOQUIAKTHKM — TpHUIIa
[MHaKTHBHpOBaHHOI], OTCYTCTBYIOT. TeM He MeHee, OCHOBBIBAsACH HA OIBITE
IIPYMEHEHHsI HHAKTHBHPOBAHHBIX BAKIMH JUIS IPOMHIAKTHKH IPHUIINA, BAKIHHY
MOYKHO IIPUMEHSATH B TIEPHOJ IPY/IHOI0 BCKapMIJIMBAHUS.

OKOHYATENBHOE pElIeHHe O BaKIMHAIMHM OCPEMEHHBIX W KOPMAIMIKX IPYABIO
KCHIIMH JO/DKHO TIPUHHUMATHCA BPadOM HWHAMBHAYAlbHO C YYETOM pHCKa
3apaKeHHsl TPHIINOM M BO3MOXHBIX OCJIOKHEHHH, BBI3BAHHBIX 3a00NICBaHMEM
TPHUIIIIOM.

DepTUIILHOCTD

JlaHHbIC O BIMSHHM Ha (PEpPTHILHOCTH YeNOBEKa OTCYTCTBYHOT. MccnenoBanue
PENPOAYKTHBHOH  TOKCHYHOCTH HA JKMBOTHBIX  IIOKa3aJlo  OTCYTCTBHE
HEraTHBHOTO BIHMAHHS BaKIMHBI HA TIOKa3aTeIH (HepTHILHOCTH.

4.7. BuiausiHHe HA CIIOCODHOCTH YNPABJATH TPAHCIOPTHBIMHU CPeICTBAMH H
pabdoraTh ¢ MeXaHH3MaAMHU

UccrnenoBanus 10 M3y4EHHIO BIMSHHA Bakumsel Uit MpOGUIAKTHKA TPHIIIA
[MHAKTHBUPOBAHHOM | HAa CMIOCOOHOCTH YNPABJIATH TPAHCIIOPTHEIMU CPEAICTBAMH,
MEXaHHU3MAMH HE IIPOBOAHIIHCE.

4.8. HexesnarejbHble peaKINH

YacToTa pa3BUTHs MOOOYHBIX PEaKIUi, 3aPETUCTPUPOBAHHEIX IIPH MPOBEACHUN
KITMHUYECKHUX MCCIIENOBAHMI, IPEJICTaB/IeHa B COOTBETCTBHE C KIacCH(pUKaIuei
BO3 HJIP.

YacToTa BCTPEUaEMOCTH ONPEIEssIach Ha OCHOBAHUH CIICYIOIIUX KPHTCPHEB:
ouenp gacto (>1/10), wacto (>1/100 u <1/10), Hewacro (=1/1000 1 <1/100), peaxo
(>1/10000 u <1/1000), ouers peaxo (<1/10000, BiIrO4ast OTAETBHBIE CITyYaH).

ITayuenmol demckozo 6o3pacma

B Xome KIMHUYECKHX MCCIIEAOBaHUN O€30IacHOCTh NPHMEHEHHs Ipernapara
BakupHa s npoHIaKTHKH IPUIITa [HHAKTHBUPOBaHHAsA] olleHeHa boiee, yeM
y 800 mereii Bo3pacTHO Tpymmel 6 Mecsaues — 17 JeT BKIIOIHTENLHO. B xozne
HCCIIE/IOBAHMI He OBLIO BBIABIEHO MPUHIIMITHATBHBIX OTIMYMI 1O MPOQHUIII0
0e3011aCHOCTH BaKIMHBI B JIETCKOM MOMY/SALUH, TI0 CPABHEHHIO CO B3POCJIBIMH
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J06pOBONIBIIAMH, BCE PEaKIMH HMMEIH OJaronpHsATHBIA ~HEXOM, THKEIBIX W
Cephe3HBIX HEKENATEeNbHBIX PEaKInil He PETHCTPUPOBATIOCk. B Tabmimax 1,243
TIpe/ICTABICHbl BCE HEXEJATCIbHLIE PEaKIUH, 3apEerHCTPUPOBAHHBIE B XOAe
KJIHHUYECKUX MCCIEI0BAaHUM Y ETeH pa3HbIX BO3PACTHBIX TPYIIIL.

Tabmuna 1. HexenareneHble peakiyM, OTMEYEHHBIE B XOJA€ KIMHHYECKOTO
HCCIIeIOBaHMs Y JIETEN B BO3pacTe OT 6 J10 35 MECSIeB BKIIIOUMTEIBHO.

HeskenarebHble peakiMu B COOTBETCTBUHH € KJIacCaMHu
CHCTEM OPraHOB MeJHIMHCKOI'0 CJIOBAPS ISt Yacrora
HOpPMaTHBHO-NPaBoBoii ZeaTenbHocTH MedDRA

O6uque paccmpoiicmeda u HAPYUIEHUS 8 MeCHIe 86COCHUA:

OpuTeMa B MECTE HHBEKIIHU
BoJsb B MeCTE BaKLIMHALMH

qacTo

Ta6muna 2. HexenarenpHble peakiyd, OTMEYEHHbIE B XOAC KIMHHYECKHX
HCCIICI0BaHMI y IeTeH B BO3pacTe OT 3 10 9 JIeT BKIKOYUTEILHO
HezxenaTebHble peaKIHH B COOTBETCTBHH € KJIACCAMH
CHCTEM OPraHOB MeHIMHCKOIO C/10Baps LJIst Yacrora
HOPMATHBHO-PaBoBoii AesiTeabHocTH MedDRA

O6ugue paccmpoiicmea U HapyuteHuA 6 mecme 6eeoeHUA:

SpHTema B MECTE€ UHBEKI[UH OYECHBb 4acCTO

Bois B Me€CTE BaKIIMHALIUHA
OTeyHOCTh B MECTE MHBEKIUHU
[ToBbILIEHHE TEMIIEPATYPhI TEIa

4qacTo

HEeJyacTo

Ta6bmuna 3. HexenarelbHble peaklUd, OTMEYEHHBIC B XOAC KIMHHYCCKHX
yccreoBaHmil y jeredl B Bospacte ot 10 10 17 neT BKIIOYHTENLHO.
HexeJiaTeIbHbIE PEAKIHH B COOTBETCTBHH € KJIacCaMu
CHCTEM OPraHoB MeJIHIHHCKOI0 CJI0Baps A Yacrora
HOPMATHBHO-TIPaBOBOIi feaTeabHocTH MedDRA

O6wue paccmpoiicmea u HAPYUeHUs 6 MeCme 66e0eHUA:

['mnepeMus B MeCTE€ HHBEKIINH

VYrnoTHeHUE B MECTE€ BaKIIMHALIUH qacTo

Bonp B MecTe BaKIL[MHAILIUHU
OTe4yHOCTh B MECTE HHBEKIIUU HEJaCTO

[Tociie IMMYHH3allUK MOTYT BOSHHKHYTB IIEPEIUCIICHHBIC BBIIIC HEKEIIATCIILHBIC
peaxIyy, OGBIYHO OHU POXOAAT Ge3 IOTOHUTEILHOTO JIeYeH s Yepes 1-3 s,
OnHako Heab3s HCKIIOYaTh pPa3sBATHE JPYTHX HEKEIaTeNbHbIX —Ppeakiui,
XapaKTepHbIX JUIsl TPUIIIIO3HBIX BAKLHH.
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[TanueHTbl, WX POIMTENM WM 3aKOHHBIC NPEICTABMTE/M  HOJDKHBL OBITH
nporH(OPMHUPOBAHEI O HEOOXOIUMOCTH COO0IIATE Bpady O JIOOBIX BEIPAXKEHHBIX
WM He YKa3aHHBIX B JAHHOM HHCTPYKIMH MOOOYHBIX PEaKIUAX.

B3spocavie

[Ipo¢uis Ge30macHOCTH OCHOBAH Ha IAHHBIX, IIOTYYEHHbIX:

= B XOJe KIMHWUYECKUX  HCCJIEJOBaHMH M  HEHWHTEPBEHIMOHHOTO
pccnenosanns y Gonee, yem 2000 B3pocasix B Bospacte oT 18 gm0 60 jer
BKJIIOYUTEIIBHO;

= B XOJI€ [I0CTPErHCTPAIIMOHHOTO IIPIMEHEHHS B 00mIei nomysiuuy (*).
Ta6muna 4. HexenarenbHble peakUud, OTMEYEHHBIC B XOJA€ KIMHHYECKHX
MCCIIeIOBAHHH y M1l BO3pacTHOM rpynmnsl 18-60 ser.

Hesxes1aTeJIbHbIE PEaKIHH B COOTBETCTBHH € KJIacCaMH
CHCTEM OPraHOB MeIHIMHCKOIr0 CJI0Baps st Yacrora
HOPMATHBHO-NPaBoBoii JeaTeabHocTH MedDRA

Hugpexyuu u uneasuu:

OpanpHbli reprec peaxo

Hapywienus co cmopoubl Kposu U TUMBamu1ecKoi cucnmembl:

JlumdaaeHonaTHs penko

Hapywenus co cmopoHsl UMMYHHOU CUCHEMbL:

Annepruyeckre peakiuu (3pUTOMaTo3Has ChINb Ha KOXE,
3yI KOXKHBIX TOKPOBOB BEPXHHMX M HMJKHHUX KOHEYHOCTCH
Tena, penKo
lepiieHHe B TOpie, CHIKCHHE TPOMKOCTH TI0j10Ca,
3aJI0)KEHHOCTh HOCA)

Hapyuienus co cmopoHbl HepeHOU CUCHIEMbL:

['onoBHas 00Jb qacTo
CocrosiHHE CITyTAHHOCTH CO3HAHUS HEYacTo
[‘unecre3us

penko
['onoBOKpYyKEHHE

Hapywenus co cnoponbl 0p2ana 3peHun:

Cyxoi a3 HEYacTo

Hapywienus co cmoponsl 0p2and ciyxa u 1abupunma:

Vinas 6016 peaxo

Hapyuienus co cmoponst 0bIXamenbHol CUCHeMbl, 0p2anos 2PYOHOU KNIemKU U
cpeoocmenu:

Kameins

Boxs B potorioTke (opodapHHreanbHas) HEJYacTo
OppImka

Punopes peaKo
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Hapymenuﬂ CO CMOpOHDblL ofce.nydouno-lcumeuuozo mpakma:

Huapes
HE4YacTo
BoJs B )KUBOTE

TomuoTa
PBora penKo

Cromarur

Hapywienus co cmoponul Kodcu U NOOKONCHOU KemYamKu:

['uneprunpos HEJacTo

Hapyuienus co cmopoHsl CKellenHo-MblUeyHON U COeOURUMENbHOU MKAHU!

Aprpanrus HEYacTo

MpInIeYHbIE CIIa3MBbI

penKo
Muanrus

Obwue paccmpoiicmea u HApyWeHUus 6 Mecme 66e0eHUA:

Bonb B MecTe HHBEKIIUU

9pmema B MECTC HHBCKIIUH

l'uneprepmus 4acTo
O3H00
Ycranocts

['unepemus B MECTE HHBEKLIUH

OTex B MeCTE UHBEKIIUU

3y B MeCTe UHBEKIIUH

VYnoTHeHHE B MECTE UHBEKLIUU HEYaCTO

[ToBeiienue Temneparypsl Tena >37°C

AcCTeHus

Bone

[ToBeilIeHHE TEMITEPATypPBI KOKH B MECTE BaKIIMHALMN

penko
Henomorauue

Cnabocth HeusBecTHa*

JlaGopaTropHble H HHCTPYMEHTAJIbHbIE JAHHbIE:

[ToBeIlIEHHUE CKOPOCTH OCE€OaHUs 3PUTPOLIUTOB HE4YaCTO

Yucno n1eHKOLUTOB peaKo

VkazaHHble MOOOYHBIE PEAKIMH Pa3BUBAKOTCA B ACHb BaKIHMHALUM, OOBIYHO
IPOXOAAT CAMOCTOSATEILHO B TeueHHWe 1-3 gHel M He TpeOyloT JIeYCHHS.
MenuMIyHCKAI  TIepcoHal, NPOBOAAIIMN BaKUMHAIMIO, JODKEH OOpaTHTh
BHUMaHWE TAlMEeHTa Ha TO, YTO B Clly4yae, eciu Jo0ble U3 YKa3aHHBIX B
MHCTPYKIMH TOOOYHBIX PEaKIuii yCyryOsioTCst WM BO3HUKIM JIIOOBIE JpyTHe
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no6oumsie EeKThl, He yKa3aHHbBIC B HHCTPYKIHH, HEOOXOIUMO coo0uHTE 00
3TOM Bpauy.

Tooicunvie nayuenmaol

B xo/e KIMHHUECKHX HCCIIENOBaHUNA 0e30macHOCTh NMPUMEHEHHUs Ipernapara
BakimHa Ui NPOQHIAKTHKY TPHINA [MHAKTMBUPOBAHHAsA] OLEHEHA Y 160
nobposonbues crapme 60 mer. B xoxe uccienoBaHus OTMEYanack XOpOIIad
IEPEHOCHMOCTH BAKI[UHBI, BCE PEAKIIHH HME/TH 61aronpHsTHBIH HCXOJT, TSUKE/IBIX
¥ CEPBE3HBIX HEXXEJaTebHBIX PEaKIHil He PErHCTPHPOBATIOCE. Y JIMII CTaplIe 60
JIeT, TI0 CpaBHEHHMIO ¢ Bo3pacTHOW rpymmoi 18 — 60 yer, JOTMOJIHHTENHHO
OTMeYaTUCh TaKHe HEKeIaTelbHble PeakMy Kak rojJoBHas 00k U MOBBILICHUE
ypoBHsi IgE B ChIBOpPOTKE KpOBH €3 KIMHHYECKUX MpOsBICHUA. B Tabmuue 5
IIPEJCTABIEHbl BCE HEKEJIATENbHBIE PEAKIHU, 3apErHCTPHPOBAHHBIE B XOIE
KJIMHUYECKOTO UCCIIEI0BAHM.

Tabmuua 5. HexenarenpHble pEakuud, OTMEYECHHBIE B XOA€ KIMHHYECKHX
uccaenoBanuii y nun crapie 60 jer.

HeskenarenbHble peakKMH B COOTBETCTBHH € KJIacCaMu
CHCTEM OPTraHOB MEIMUHHCKOIO CJIOBAPS JIs YacroTa
HOPMATHBHO-NPaBoBoii AesiTeabHocTH MedDRA

Hapywienusa co cmoponbl HEpEHOUW CUCHIEMbL:

T'onoBHast 001b HEYacTo

Ob6ugue paccmpoiicmea u HapyUWieHUus 6 Mecme 66€0eHUA:

FI/IHCPCMPI}I B MECT€ MHBCKIIUH qacTo

TabopamopHsie u uHCIMpPYMEHMAbHble OQHHbLE:

[Tossimenne yposus ummyHornobynina E (IgE) B kpoBu O4YeHb YacTo

Onucanue omoenbHbiX HeXHCeNamenbHbIX PeaKyulu.

[ToBpimenue ypoBHs uMMyHoroOynuaa E B nomymsanuu crapue 60 ner B xozne
KJIMHHUYECKOTO MCCIIE0BaHuUs ObIIO 3aperucTpupoBaHo y 27,5% n006poBobLEB,
OJHAKO BO BCEX Ciy4asx ypoBeHb IgE ObLI MOBBIIEH HE3HAYUTEIBHO M HE
CONPOBOKIAJICS AJUIEPTUUECKUMH PEAKIMAMU.

Vka3zaHHBIE HEeXeNaTeNIbHbIE PEaKLUi Pa3BUBAIOTCS B JeHb BaKIHHAIINH, OOBIYHO
HCUYE3al0T CaMOCTOATEIbHO uepe3 1-3 faHsA, JONOIHMUTEIBHOIO JICYCHHS HE
TpedyeTcsi.

HecMOTpss Ha OTCYTCTBHE KIMHMYECKMX [JaHHBIX, HENb3s HMCKIIIOYaTh
BO3MOJKHOCTh ~ PA3BUTHUSA  XapaKTEPHbIX /s TPHIMO3HBIX  BAKIIHMH
HEBPOJIOTHYECKMX PACCTPOMCTB M AJUIEPIMYECKUX peakiui (B TOM dHCIe
peakiuii HEMEIJIEHHOr0 THUIA Ha KYPHHBIA O€JIOK M JPYrue KOMITOHCHTHI
BaKIMHBI).

[TanueHT A0mkeH OBITh TPOHH(OPMHUPOBAH 0 HEOOXOAMMOCTHU COOOIIATE Bpavy O
MOOBIX BBIPAKEHHBIX WM HE YKA3aHHBIX B JAQHHOH HMHCTPYKIHMH MOOOYHBIX
peaKLusX.
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Bepemennble dicenuyurvl LA =
B xome KIMHWYECKHX HCCIIENOBaHHI Oe30macHOCTh MPUMEHEHH IIperiapara
Bakimea 11 MPOMMIAKTHKM TPUIIA [MHAKTHBMPOBAHHAs] OLCHEHA Y 100
GepeMEHHBIX KEHIIMH. B Xoge HccieqoBaHMs —OTMEYanach XOpolasd
MEePEeHOCHMOCTh  BAKLMHBI, BCE PEAKIMH HMeNu OnaronpHsTHBIH HCXOL,
CepbE3HBIX HEKENATEIBHBIX PeaKkUuii He perucTpuposanock. B rabmume 6
peJCTaBleHbl BCE HEKENATeNbHbIE PEAaKIMH, 3apEerHCTPUPOBAHHBIC B XOZAC
KJIMHHYECKOTO HCCIIC/IOBAHMS.
Ta6muua 6. HexenarenpHbIE pPEAKUUH, OTMEYEHHBIE B XOA€ KIMHHYCCKHUX
UCCIIeIOBAaHUH Y OepeMEHHBIX JKEHIIUH.
HexenareJbHbIe peaKIIMH B COOTBETCTBHH € KJ1accaMu
CHCTEM OPraHoB MeJHIIMHCKOIO CJI0BAPS AJIsi Yacrora
HOPMATHBHO-IIPaBoBoii aesiTeabHOCTH MedDRA

Hapywenus co cmoponst 0biIxamensHoi CUcmembl, 0p2anos 2pyoHol KnemKu u
cpeoocmenusn

3aJI0)KEHHOCTH HOCA Heuacto

Obwue paccmpoiicmea u HAPYUWIEHUS 6 MECIME 66C0CHUA:

FHHCPCMI/I}I B MECTC HHBCKIIUH

Bonb B MecTe BakIIMHAIMHU Yacto

IToBeIIIEHHE TEMMIEPATYPHI TEIA

['aneprepmus
Heuacrto

FI/Inep‘IYBCTBI/ITCJIBHOCTb B MECTE BBCIACHHA

[Tocne MMMYHH3aLHH MOTYT BO3HUKHYTD [1€PEYHCIICHHBIE BBIIIIE HEKEIATEIbHBIC
peaKiuy, 0OBIMHO OHH NPOXOIAT 6e3 TOIOIHATENBHOTO JedeH s Yepes 1-3 nus.
OnHako HeNb3sl MCKIIOYaTh Da3sBUTHE JPYTHX HEXEJIATCIbHBIX PEaKIHi,
XapaKTepPHBIX VISl TPUIIIO3HBIX BaKIIKH.

[ManuenTka JOmKHA OBITH MPOMH(GOPMHPOBAHA O HEOOXOAMMOCTH COOOIATH
Bpadyy O JIIOOBIX BBIPAXKCHHBIX WM HE YKA3aHHBIX B JAHHOW HHCTPYKLHH
0O0YHBIX pCaKLHX.

4.9. Ilepeno3upoBka

Crny4au nepeo3upOBKU HE 3aperUCTPUPOBAHEI.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOMCTBA

dapmakoTrepaneBTudeckas rpymmna: Bakuuuel. [IpoTHBOrpuUNIO3HbIe BaKIHHEL,
koag ATX: JO7BBO02.

5.1.1. Mexanu3M JeiicTBUsA

PexoMeHiyeTcsi €KeroJHO IIPOBOJMTbL BaKLMHALIMIO B CBA3M C TEM, 4YTO
3a00J1€Ba€MOCTh TPUIIIOM HOCHT CE30HHBIM XapakTep, UHPKYIHPYIOIIHE
IITAMMBI BUPYCa MOTYT MEHATHCS U3 rojid B I'O/I.

BeipaOoTaHHBII MMMYHHTET K ONpPEIENIEHHOMY THITy WM TOATHILY BHpYycCa
rpUIIIA OrPAHHYEHHO 3aIIUINACT MM HE 3alIMIIaeT OT APYrMX THIIOB BHpYCa
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rpunma. AHTHUTENA, BBIpAOOTAHHBIE [0C/IE BAKUMHALNK K ONpEeJeleHHOMY
AHTHTEHY BHpYCa TpHIIIA, MOTYT He OOecreduBaTh 3alUTHBIA 3GQEKT B
OTHOILIECHUH M3MEHEHHOTO aHTHI'€Ha BUPYCa TOTO JKe TUIIa WM nojaTHia. Jacrtoe
H3MCHEHHE AHTUIEHOB IMPHUBOJMUT K €XKEroJHOM CMEHE LITAMMOBOIO COCTaBa
BaKUMHBI s NpO(QUIAKTUKM Trpumma. Takum 00pa3soM, BaKIHUHBI JUIA
npopuIaKTHKH TPHUIINA HOPMHPOBAHBI B OTHOIICHHH COCTAaBa FEMAarTIlOTHHHHOB
TeX LITAMMOB BHpYCa TpHINA, KOTOPblE BEPOATHO OyayT UMPKYIMpOBATh B
rpsAyIIeM SITHIEMUYECKOM CE30HE.

[IpOIOJDKATENBHOCTE  MOCTBAKIMHAILHOTO HMMYHHTETa K TOMOJIOTHYHBIM
[ITaMMaM WA GIH3KOPOICTBEHHBIM C BAKIIMHAIBHBIMM MOXET KOJeOaThes,
OIHAKO, B OOJIBLIMHCTBE CIydacB COCTaBIAET 6-12 MecsLEB.

5.1.2. ®apmakoguHaMuyecKkne 3G hexThI

NMMYyHOreHHOCTh

BakiHa B TEUCHHE TPEX HENeNb CTHMYNUPYET BBIPAOOTKY TIyMOPATbHBIX
AHTHTEN TMPOTHB IeMArrIOTHHUHOB BHPYCOB IpHINa U (HOPMHPYET pa3BUTHE
crienrMUecKoro MMMYHHATETA K aKTyaJIbHBIM IITAMMaM BHPYCa TPHUIIIA THIIOB A
u B.

Ta6nuia 7. Pesynbrarbl MMMYHOI€HHOCTH (CpelHEe TI€OMETpPHYECKO€ THTpa
(CI'T) u mpouent (%) A0GPOBONBLEB ¢ THTPOM TociIe uMMyHu3aluu =>1:40),
nonyuennsie Metoom PTTA, nocne BakiHamy BakiyHoi 1 poUITaKTHKH
rpunmna [HHAKTHBMPOBAHHOI] B3pocibIX B Bospacte 18-60 et BKJIFOUYUTENEHO*.

Anturen | Paza CIT mo |CI'T  mocane | CI'T nocJje
KJIHHAYECKOr0 | BAKIMHAIIMA | BAKIIMHAIMM | BAKIIMHALIMY
ncceJieJ0BaHus (% (%

106poBoJIbLEB | 100POBOJILIEB

c THTPOM | € THTPOM

>1:40) >1:40)  4epes
180 puei

A (HIN1) | ®a3al <1:20 91.9 (80.0) H/T
®asza I 20.07 270.96 (95.5) |H/m
da3za 111 62.5608 212.3 (97.25) |274.7 (96,02)

A (H3N2) | ®azal <1:20 80 (80.0) H/TI
®a3za I1 13.38 190.44 (80.9) |w/m
Pa3za 11 73.3409 196.4 (97.25) |322.1(96,33)

B daza | <1:20 45.9 (73.3) H/TI
®a3za Il 737 55.98 (50.0) H/TI
da3za I1I 50.3968 141.0 (96.94) [ 179.8 (96,94)

* - pe3yJIpTaThl HMMMYHOICHHOCTH MIPEACTABJICHBI 10 IPOBEACHHBIM KIIHHHYICCKUM
HUCCJIICAOBAHUAM

Ta6muua 8. Pesynsrars ummyHorenHoctd (CI'T u % 1006poBONBLEB € THTPOM
nocie ummynuszaiuu >1:40), nomyuenusie Metogom PTTA, mocne BakuuHaMH
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BaxuuHoit s npoGUIAKTHKY TPUINIa [MHAKTHBUPOBAHHOM] J0OPOBONLIEE B
Bospacre crapiue 60 ger*,

Anturen | ®a3a CIT no | CI'T mocjie BAKIIMHAMHA
KJIUHHYECKOT0 pakuuHamuu | (% 100poBoJIbLEB C
HcCJIe0BaAHUSA TTpoM >1:40)

A (HIN1) 53.01 540.51 (100)

A (H3N2) ®a3a IlI 12.37 167.08 (90)

B 10.18 61.42 (79.4)

* - pe3yNbTaThl UMMYHOTEHHOCTH IIPECTABIICHBI 10 POBECHHBIM KIMHIICCKUM
UCCIIEIOBAHUSM

Ta6muma 9. Pesymsrarsl mmmyHorensoctd (CI'T u % 100poBOIbLEB ¢ THTPOM
nocie uMMyHm3amu >1:40), nonydenHsie Merogom PTTA, mocne BakiuHauH
BakupHOi I TPO(QHMIAKTUKA TPHUIIA [MHAKTHBHPOBAHHOH] OepeMEeHHBIX
KEHILUH™,

Anturen | ®a3sa CIT 10 | CI'T mocJjie BAKIMHAIUH
KJIHHHUYECKOI0 paknuHanuu | (% 100poBoJILIEB C
HCCJIeAOBAHUA TuTpoM >1:40)

A (HIN1) 40.66 211.40 (100)

A (H3N2) ®asza 1l 23.60 174.01 (100)

B 25.36 162.49 (100)

* - pe3ynbTaTbl HUMMYHOI€HHOCTH ITPCACTABICHBI I10 ITPOBE€ACHHBIM KIIMHHYECKUM
HUCCIICHOBAaHUAM

Ta6muua 10. Pesymsratel ummyHoreHHOCTH (CI'T 1 % no6poBobLes ¢ THTPOM
nocie ummyHusauu >1:40), momyuenusie Mmetogom PTI'A, mocne BaKIMHAIMH
BakiuHoOM i npoGHIAKTHKK TPHIINA [MHAKTHBHPOBAHHOM] A€Te# B BO3pacTe
oT 6 MecsueB U cTapme®.

Aunrturen | Bospacr CI'T | CIT nocae CI'T nocae
A00poBOJILLEB | 10 pakuunanun (% | BakuuHanuu (%
u daza BAKIH | 100pOBOJIbIEB ¢ | 100pPOBOJILLEB C
KJIMHHYECKOT0 | Hauuu | THTpoM >1:40) THTpOM >1:40)
HCCJIeI0BAHUS yepe3 180 auen
A Ot 6 mecs1eB 31.96 |203.3(100.0) 132.3 (98,87)
(HIN1) | mo 3 net
Pasa [II
Ot 3 g0 9 ner 40.53 |380.5(100.0) 232.1 (93,56)
@a3za 11
Or6pmollmer |1647 |112.10(100) H/TI
Da3za III
Or 12 no 17 ner | 54.26 | 192.48 (98.0) H/I
®asza I11
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A Ot 6 MecsiLeB 46.45 |209.30(100.0) 123.3 (99,62)
(H3N2) | mo 3 ner
daza I11
Ot 3 o 9 ner 56.71 |272.60 (100.0) 165.1 (98,48)
Daza 111
Or6pol1laer |12.54 |114.19(100) H/TI
®aza 1l
Ot 12 no 17 ner | 16.55 |96.69 (82.7) H/TI
Paza Il
B Ot 6 mecs1eB 32.38 |[117.6(100.0) 71.7 (99,25)
J10 3 net
das3a III
Ot 3 1o 9 ner 34.53 | 148.7 (100.0) 82.4 (98,11)
®asza 111
Or6mo 11 ner |5.80 30.04 (77.3) H/TI
Pa3za 111
Ot 12 mo 17 net | 8.63 44.08 (80.7) H/TI
Pa3za I11

* _ pe3yabTaThl KMMMYHOT€HHOCTH MPEJICTABICHBI IO NPOBEACHHBIM KITHHAYCCKIM
HCCJI€JOBAHUAM

[Ipu HaGmoieHHH 3a JOOPOBO/IBbIaMH B Tedenne 180+3 el nocne BakLHHALHH,
He GBUIO YCTAHOBJICHO Ciydaes 3a0oneBaeMocTH rpummoM mim OPBU.

5.2. ®apmMakoKHHeTHYeCKHe CBOMCTBA

CrienpabHBIX (papMaKOKMHETHIECKUX HCCIIEI0BAHHH HE MPOBOUIIOCH.

5.3. Jlannble JOKJIHHHYECKOI 0€30MaCHOCTH

B JOKTMHHYECKUX JIAHHBIX, IONYYEHHBIX IO pe3yabTaTaM CTaHJapTHBIX
uccrnenoBanuii  (hapMakoJIOTHUECKOH — OE30MacCHOCTH, TOKCHYHOCTH — TPH
OJHOKPATHOM ¥ MHOTOKDaTHOM BBEJICHMH W PENpPOAYKTHBHOM TOKCHYHOCTH,
0coOBIN Bpea ISl YelOBeKa HE BBISBIICH.

6. DAPMAIEBTHYECKHE CBOHCTBA

6.1. TlepeyeHb BCIOMOraTeIbHBIX BeIeCTB

Tpuron X-100; HaTpus XJIOpHA; AWHATPHA docdar momexkaruapaT, Kaausd
auruapodocdat; Boaa A1 HHBEKLHH.

6.2. HecoBMecTUMOCTH

B OTCYTCTBHH PE€3YJIbTATOB HCCIIEOBAHNH COBMECTUMOCTH BAKIIUHY HE CIICAYCT
CMEIIMBATh C JAPYTUMH JEKapCTBEHHBIMU NIPENapaTaMH.

6.3. Cpoxk rogHocTu (CpOK XpaHeHwust)

1 ron.

TIpenapar ¢ HCTEKIIMM CPOKOM FOJHOCTH PHMCEHCHUIO HE IO/UICHKHT.
IIpemapat BO BCKPBITOM aMIlysie XpaHECHUIO HE MOJIJIEKHT.

6.4. Oco0Oble Mepbl MPeA0CTOPOKHOCTH NPH XPAHEHHH
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XpaHUTh B 3aIIMIIEHHOM OT CBETa MECTe IPHU TEMIEparype OT 2108 °C. He
3amopaxkuBath! JlomycKaeTcs TpPaHCIIOPTHPOBAHNE TIPH TEMIIEPATYpPE 110 25°Cs
TeyeHue 6 4acos.

XpaHHUTh B HEJOCTYITHOM UL JETEH MECTe.

B OTHOIIEHHN XPaHEHHS BCKPBITBIX aMITyJl CMOTPHTE paszien 6.3.

6.5. XapakTep M COAepKNUMoe NepBHIHON YNAKOBKH

CycreH3us i BHYTPUMBIIIEYHOro BBeAeHus — 110 0,5 mu (1 go3a) mpenapara B
aMIy/bl U3 TPO3pavyHoro crekia. Ha Kaxayro amilyay HakIeHBaKOT STHKCTKY
CaMOKJIESIITYIOCS.

BropuyHas ynakoBKa:

ITo 10 aMmyn B KopoOke (Ia4ke) U3 KapToHA ULl HOTPeOUTEIHCKOM Taphl BMECTE
C MHCTPYKIMEH M0 TpUMeHeHuto M ckapudukatopoM. Kopobku (nauxn)
OKJICHBAIOT YTUKETKON-0aHAepOIIbIO.

I[To 10 ammy; B KOHTYpHOM sTUE€HKOBOH yIIaKOBKE M3 KapTOHA YIIAKOBOYHOIO.

ITo 1 KOHTYpHOW AYEHKOBOI ymakoBKe B KOpoOKe (mauke) M3 KapTOHA Ui
NOTPEOUTENBCKOW Tapbl BMECTE C MHCTPYKUMEH [0 NPHMCHEHHMIO U
ckapuduxaTopom.

[Ipy yrnakoBKE aMITyJl ¢ HACEYKOW MM KOJIBLOM HM3JIOMA, HJIM TOYKOH LA
BCKPBITUS CKapU(UKATOp HE BKJIABIBAIOT.

6.6. UHCTPYKUHMH MO NPHMEHEHHI0, padoTe H YHHYTOXKEHHUIO

Heo0xo011Mo MpoBepUTH BHEITHUN BH/I BAKI[HHEI IIEPE]] BBEICHUEM.
Heucrnonp30BaHHYI BaKIMHY M HWCIOJB30BAaHHBIC aMITyJbl YTHIU3HPYIOT B
COOTBETCTBHH ¢ TPeOOBaHUSIMHU JAEHCTBYIOIIEr0 3aKOHOAATCIILCTBA.

7.  JEPXATEJIb PETUCTPAIIUOHHOI'O YIOCTOBEPEHMSI

Nudopmauus o Mpou3BoAHTEIE

denepanpHOE  TOCYAapCTBEHHOE — yHHTapHOe — mpeanpusthe — «CaHKT-
[TeTepOyprekuil HayIHO-HCCIEIOBATENbCKUN HHCTUTYT BaKIHH U CHIBOPOTOK H
NpENNpPUATHE 0 MPOM3BOJACTBY OaKTEpUHHBIX IIpenaparoBy denepaabHOro
meauKo-ouonormyeckoro arenrcrsa (OI'VII CIIGHUNBC ®MBA Poccun).
Poccust, 198320, Cankr-Iletep6ypr, r. Kpacuoe Ceno, yn. Cpobonsl, a. 52,
tein.: (812) 660-06-10, (812) 660-06-11, (812) 741-19-00, (812) 741-19-78, (812)
741-10-58, dakc: (812) 741-28-95, www.spbniivs.ru.

Apec  OpraHM3anMH, TNPHHHMAKOIIEH  NpPeTeH3MH 0  KavecTse
JIEKApCTBEHHOI'0 CPeACcTBa

denepanbHOE  TOCYJApCTBEHHOE — yHUTapHOoe — mpenmpustHe  «CaHKT-
[TerepOyprckuii Hay4YHO-HCCIIEAOBATENbCKUH HHCTUTYT BAKIIMH M CHIBOPOTOK U
NpEeanpHUsITHE [0 MPOHM3BOACTBY OakTepHiiHbIX mpenapaToB» DenepanbHOro
MEIUKO-OUO0IOTHYECKOTO areHTCTBA.

Poccus, 198320, Canxr-IlerepGypr, r. Kpacuoe Ceno, yn. Ceoboxsl, a. 52,
ten.: (812) 660-06-10, (812) 660-06-11, (812) 741-19-00, (812) 741-19-78, (812)
741-10-58, daxc: (812) 741-28-95, www.spbniivs.ru, vigilance@spbniivs.ru.
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8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUSA

11092/22

9. JIATA NEPBHYHOH PETMCTPAIIMM (IIOATBEPXIEHUS
PETUCTPALUU, IEPEPETUCTPALINN)

11.03.2022

10. JATA IIEPECMOTPA TEKCTA

12.04.2023
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