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Hamvenenue Nel x JICP-005121/08-260416

Crapas perakuns

Hosas pepakuusn

JATOJIOBOK
MHUHHCTEPCTBO 3/IPABOOXPAHEHMWA
POCCHHCKON ®EIEPALIMA

HMHCTPYKILIHA
110 NPHMEHEHHIO JICKAPCTECHROTO Npenapara

JUTH MCJTHITHHCKOIO NpHMCHCHHA

INEHTAKCHM®
BAKIHHA L8 NPOPHIAKTHER IHPTEpHA B
croabnnka
ajacopbmpoBannan,

KOKJI0IMA AUSLIJIRPHAS, HOAHOMHCINTA
HHAKTHEHPOBAHHAN,
undexuun, BuibiBacMoil
Haemophilus influenzae vwn b Kowswrupo-

JATOJIOBOK
MHUHHUCTEPCTBO 3JIPABOOXPAHEHMS!
POCCHHUCKOW OEJIEPALIMH

MHCTPYKIIMA
110 NPHMEHEHHIO ICKAPCTBCHHOIO Npenapara

JUTH MCHITHHCKOTO TTPHMCHCHWS

IEHTAKCHM*

(Baxumia aas npodraakrukn andrepun u
CTONDHAKA
ancopbuponannasn,

KOKJOME SNC/LTI0AAPHAH, HOAHOMHEANTA
HHAKTHEMPOBAHHAN
i nudexkuuil, BLILIBAEMEIL
Haemophilus influenzae van b,

KOULIOIHPOBANNAS)

I'PYNIMHAPOBOYHOE  HAWMEHOBA-
HHE

Bakunna ans npodmiaaktexn JmdrepHn o
cronbuska ajcopOUpoBantas, KOKIOMmA aien-

JIVIRPHAS, NOJHOMHCIHTA HHAKTHHHPOBAH-

IPYITMTHPOBOYHOE HAHMEHOBA-
HHE

Baxuuna ang npodHiakTHER JHdTepHE,
CcTONDHAKA. KOKTIOmA, NOoTHOMHEIIHTA 1 M-

dexiui, sussacMmux Haemophilus influenzae

Han, wHpexunH, BuizbBacmoit  Haemophilus | Tun b

influenzae ™N b KOHLIOTHPOBANHTIAN

COCTAB COCTAB

Onna nosa (0.5 ) coneprnt: Ouma sosa cycnenann (0,5 sor) costepxnt:

Haumenonanue KoMmio- Kosnuectno s
HEHTOR oaHof nose (0.5
M)

Baxkunna uis npoduiaak ks andrepun
M cToAbHAKa
AdcopiHpoOBANNAN, KOK/IIOIA AUC/LII0-
ASpHAN,

NOJIHOMHEIHTA HHAKTHBHPOBAHHAN
(CyCnensus LISt BHYTPHMBIIEYHOI0 BRe-

JICHNS)

Baxuuna juis npodmiak ik audrrepun w
cronbusika ascopOnposannas,
KOKTIOLIA allC/UIOISPHas,
NMOTHOMMCTHTA HHAKTHBHPOBAHHAR
(Cycnening
JUIS BHY TPHMBIICYHOTO BEEICHHA)

Konuyecrno 8
OJHOM LINPHILE

(0,5 ma)

HanmcHoBanne
KOMIIOHCHTOR'

C.2




Mavenenne Nel g JICP-005121/08-260416

Crapas perakums

Hosas pepaxuusn

Axmuensie gewecmea Axmuannie aewecmea

Anaroxcnn  amndrepuii- | > 30 ME Aunatokeun  audrepuii- | > 30 ME
HbLH ML

Anaroxcun crononsunnii | > 40 ME AHATOKCHH CTOOHSHBI | > 40 ME”
AHATOXCHH KOKTIOWHBI | 235 MKr AHATOKCHH KOKMIOMHEH | 25 MKr
lemarrmoTuann Guna- | 25 Mkr lemarrmoruans dwaa- | 25 Mkr
MCHTO3HBIA MCHTO3HBIN

Bupyc nonsommenura 1-
ro THIA HHAKTHBHPOBAH-
HBIH

40 epunnn D
anTHreHa

Bupyc noanomuennra |-
IO THIIA HHAKTHRAPOBAN-
ubtif (Mahoney)’

40 emunun D
anTHrena’

Bupyc nosmmomuesmra 2-
O THIIA HHAK THEHPOBAH-
HEI

8 eaunnun D
AHTHICHA

Bupye noanomuennra 2-
10 THIIA HHAKTHBHPOBAH-
ubiit (MEF-1)°

8 emmmnn D
anTurena’

Bupyc nosisoMuenuta 3-
ro THIA HHAKTHBHPOBAH-
HbIH

32 eaunmubn D
aHTHICHA

Bupyc noasompeanta 3-
IO THIIA HHAKTHEHPOBAH-
e (Saukett)’

32 epmanne D
anTiresa’

Benomozamensnnte seugecmea

Benovozamervnme seyecmea

HHd)

seismiBacmoit Haemophilus influenzae vun
b, KOWBWIHpOBANNAR
(o iaHIaT Las NPHIOTOBACHHS CYC-
HEHIHM LIS BHYTPHMBIIEYHONO BBE1e-

Axmuenoe semecmeo

[Moancaxapua
Haemophilus  influenzae
THI b KOHBIOTHPOBAHHBINA
CO CTONOHSMHBIM BHATOK-
CHHOM

10 MEr

Benomozamennsie selecmesa

Caxapoza

425 mr

Tpomeramon

0.6 Mr

ANTHOHOTHER  (CTPENTOMKINE, HEOMMIMH ¢

MOJIHMHKCHE B) KCHONB3YIOTCA TIPH NPOH3-

BOJACTRC BAKIHHBL, HO HC OPHCYTCTBYIOT B

ONpPEeACIACMBIX  KOJTHHCCTBAN B KOHCHHOM

npoayKTe.

Baxuwna NPOHIBETACHA B YCOOBHAX, COOTBET-

ACNOMHHHA THAPOKCH 0.3 Mr Amomunus  rwapokenaa | 03 mr'
Cpena Xenxca 199° 0.05 Ma rIpar

Dopmansierni 12,5 MEr Pacrsop dopmanbaernna | 10w
DeHOKCHITAHO 2,5 MK Menokenaranon” 2.5 MK
Boja 118 Habekimit Jlo 0.5 Mn Iranon 6e3soHLi" 2.5 MKn
VYKCycHas KHCIoTa MM Cpena Xenxkca 199 (10+) | 0,05 ma
HaTpHR THIAPOKCH - [0 Oer enonosoro  Kpacno-

pH 6,8-7,3 o’

Baxkumna 1asn npodmaaxrusn undesunn, || | Bona s unvexumii o 0,5 ma

Oana a03a anodurnnaana CopepanT:

Bakuusa uis npodmaaktukn sadexumit,
soiabiBacMbix Haemophilus influenzae Tan b,
KOHBIOTHpOBAHAS
(Jmodransar JUis NpUroToRIeHHs
CYCHeHIHH 1L
BHYTPHMBIIIEYHOIO BREICHHS )

Hanmenosanne xoMmno-
HCHTOR

Konnuecrso
oaxom dusa-
koHe (1 jgoia)

Axmuienoe sewyecmso

TToauncaxapn 10 Mxr
Haemophilus  influenzae

™n b (noanpnGosuapnon-

rou thocdar), [ 18-30 mxi
KOHBLIOTHPOBAMH LI co
CTONOHAYHBIM

AHATOKCHHOM

Benosozamesviunie segecmed
Caxaposa 425 mr
Tpomeramon 0,6 mr

1

= HATPHA THIAPOKCHA, YECYCHas KHCIoTE MM

C.3




Hamenenne Nel x JICP-005121/08-260416

Crapas perakuus

Hosas pexaxkuns

crayioumx  TpeGosannam Hamnexamed npo-
winoacTennoi npakmkn (GMP),

AMOPHETOROAOPOIHAN  KHEIOTA Ourrn me-
MOIRIORAHM 14 KoppekTuporkn pH, ykasanusie
KOMIOHEHTE NPHCVITTBYIOT 8 CICTORBIX KOJIHYC-
CTBANX;

HIANHA Npeaen JAaRepHTeIhHON0 HHTCpaana (p
= (1,95);

Ky anTHamposstiii na knerkas VERO,
Lo m nepecyeTe Ha wnoMmimii,
P~ B nepecveTe HA GOPMANLACTHAL
" — pacreop denoxciaranona 50 % (o6/06) » ma-
note Geasoanom;
T npeactraniser coBON CAOMHYIO CMECh AMHHO-
KHEAOT (BKI0NAY QICHIIAIIHIH ), MEHEPATOS, Bi-

MOTYT

TAMMBON M APVTHN KOMIKOHEHTON (TAKHX KBK 1o-
KO, PAIBCASHHYIO I BOJAS 18 HHLEKIIHH,

¥~ WM IKBHBAICHTHOE CONICPAANNE AHTHICHA,
ONPERCICHHOE NOANOLR NN HMMYHOXHMBSECKIM
METOAOM,

AHTHOMOTHKH (CTPEIITOMHIINH, HEOMHIHH |
noaMMHKCHH B) 1 iy rapaisaenn Henomssy-
IOTCA TIPH NPOHIBOACTBE BAKIHHLL, HO HE NpPH-
CYTCTBYIOT B ONPJACHAACMBIX KOJIHHMCCTBAN B
KOHEUHOM TTPOIYKTE,

Baxunna npousscAcHa B YCIOBHAX, COOTBCT-
creytommx Tpebosannsm Hapurexamen npo-
H3B0ACTBCHRON npakTiHkn (GMP).

OINHCAHHE

OINUCAHHE

Hin): DeaoBaTas MyTHas CYCHEHIHA.

B HAa VIS HIAKTHKH HH Bbl-

snipacmoiHaemophilus _influenzae _tun_b,

HHA): OCNOBATOIO HBCTA MYTHAR CYCHEH3HA.

Ha MJIAKTHEH HH i, Bbl-

muix  FHaemophilus in 2




Hamenenue Nol x JICP-005121/08-260416

Crapas perakuns

HoBan peaaxums

BBeACHNA); Oenbiil roMoreHEbIi anodnmsar.

BoccrasonienHas  BaxuHHA:
KHAKOCTH GCNOBATONO 1BCTA, NMPH OTCTAMBA-

HEeMpO3pauHan

HHH  PA3ACAAIONAACH Ha OCCIBCTHYIO K-
KoCTh ¢ obpasopauneM Genoro ocauaka, Koro-
Phiil JIETKO PECYCHEHAMPYETCH BCTPSXHBAHN-

CM.

pBeAcHEA): Geabti roMoreHHbi anoduamsar,

Boccranoniennas BakUHHA: CVCHCHINA 0210
EATOTO 11HCTA, TIPH OTCTAMBAHHHM PEIACANIONIA-
#CH Ha OCCUBCTHYIO AHIKOCTH ¢ 0Dpa3soBany-
em OC0ro OCAAKA, KOTOPBIA N1EIKO PECYCHeH-

AMPYETCS BCTPRXHBAHMEM.

HNPOTHBONOKASAHHA LI [IPHME-

HEHHA

- [Tporpeccupyiomas suuchanonarms, co-
NPOBOAJAONAACH Cyaoporamn wan Oes
TAKOBhIX,

- DunedanonaTus  HescHOM  ITHONOIHH,
PAIBHBINASCH B TedyeHne 7 JHel nocie
BBCACHHS MODON BaKuMNLl (HETBHOKTE-
TOYHOH MM ale/unonspHol), coaepxa-
et anturenst Bordetella pertussis.

- CuibHan peakilus, pasBHBILAsCA B Tewe-
HHe 48 4 nocae npeabuLy el uMMyHIa-
MM BAKIIMHOM, COACPAAICH KOKIHOMIHbif
KOMIOHCHT: TEMIICPATYPa TCJHa PAaBHAR

i npepbimalomas 40 °C, cHHAPOM JUIH-

TENLHOrO HeOOBIYHOIO IUaka (Joibige 3

1), debpuabirie 0 adedpHILHLE CYI0PO-

M,  THIOTOHHYCCKHH-IHIOPCAKTHBH LI

CHHIPOM,

- 'HnepvvBCTBHTCABHOCTD HA NPCILLIYILCE
seejicHue  mdrrepuiinoil,  cronbHsuHOM,
KOKMIOUHOH BaKIMH, BAKUMH NPOTHE 10-
MTHOMHCIHTA HITH HHPEKITMH, BBI3LIBACMOMN
Haemophilus influenzae Tan b,

= YCTasOBICHHAS  THICPYYBCTBHTCIBHOCTh

K ODOMY KOMIIOHCHTY BAKIMHB, @ TAKKC

MNPOTHBONOKASAHUSA /LIS TIPUME-

HEHUW

- [lporpeccupyromas sunedanronarus, co-
NPOBOAIAIOMARCH cyaoporamn win e
TAKOBBIX.

- Duuedanonarus  HEACHON  ITHOAOTHM,
paiBMBmIAsCH B Tewenwe 7 jauel nocne
BBeienHs mModol pakuHnsl (LeILHOKTe-
TOYHOH WM AUe/UIIONSPHOI), conepxa-
wicit anmurenn Bordetella pertussis,

- CuapHas peaKiis, pa3sBHBINASCA B TCHC-
e 48 4 nocie npeabUIy el UMMy Husa-
MK BAKIIMHON, CONCPRAIICH KOKIONIH b
KOMIOHCHT: TCMICPATYPa Teia paBHas
wan npepsnoaomas 40 °C. cunapos Jum-
TeibHONO HeoOuYHOro 1wrava (Aoasume 3
1), hebpunbhrie # adebpunbunie cyaopo-
I'H,
CHHAPOM.

- I'unepuyBCTBHTCABHOCTH HA IMPCALIAVIICE

IHIOTOHMYECKHIT-IHIIOPeaK THBH LI

sBesicnne  smdrepuiinoil,  cronGusuHOf,
KOKMOMHON BAKUMH, BAKIHH IPOTHE 0O-
JIHOMHCIIHTA HIH HHOCKINK, BLIZHBACMON
Haemophilus influenzae tun b,

= YCTaHOBICHHAR  THNCPYYBCTBHTC/IBHOCTH

K MOOOMY KOMIOHEHTY BAKUMHEL, & TAKKE

C.35
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Crapas peaakuus

Hosas penaxkuns

FIOTApAILACrHLY, HEOMHIIMHY, CTperTo-
MHIIHY H IOTHMBKCHIY B,

- 3abonepanme, CONPOBOAIAIIIHECH MO~
BEILIEHHEM TEMIICPATYPR TEAd, OCTPOC
HHPEKIHOHHOC HIH XpoHHtcckoe 3abone-
panHe B craamn obocrpenma. Bakumma-
HHIO NPOROANT weped 2-4 Heaean nocne
BRIJIOPORICHHA WM B NEPHOA PEKOHBa-
necueHumMy win pemuccun, pu Hersme-
nex OPBH. ocrpriX kimeunslX 3abosne-
BAHWAX W AP. NPHEHBKA OPOBOIAST Cpaty

110CIE HOPMAIH3ALHH TEMIEPATYPhi.

FIOTAPANBACIIAY, HCOMHIMHY, CTPENTO-
MHIHHY B NOJHMHKCHEY B.

- 3aboneparns, CONPOBORAOIMECS NO-
BBIIICHHEM TEMIIEPATYPH  Tela, OCTpoe
HHPCKIMOHHOS WK XpoHHYecKoe 3abo-
JACBAHME B Crajaun 00ocTpenns. Bakuuna-
MO IPOBOJAT Yeped 2-4 Heneaw nocne
BREIOPOR/ICHHS WIH B NEPHOI PEKOHBA-
necuenumy wn pemuccun, llpn merswe-
nwx OPBH, octpux kimeuntix 3abosne-
BAHMAX W Jp. NPHBHBKH MPOBOIAT Cpasy

1OC/IC HOPMATH3AIHN TEMTIICPATYPbIL.

ClNoCOb NPHMEHEHHA H 103561
Cxema BAKIHHANHN

Pazoras j103a sakimue: cocrasaser 0.5 v
Hepsuunan saxuunanus

B coorsercrein ¢ HaumonaienuivM Kajiesjaa-
pem npopHIAKTHYECKHX 1pHBHBOK Poccuii-
ckoii dexepanun Kype nepsHuHOH BakumHa-
IIHH COCTOHT M3 TPEX J03 BAKIMHBL, BBOIHMbIX
¢ paTepsaaom B 1,5 mec: B Bospacre 3, 4.5 6
Mee, Tem He MCHEE, 110 PCKOMEH/IAINK Bpaqa
MOFYT TaKAC NPHMCHATHCA M JIPYIMC CXCMBI
TPEXA030BON  HMMYHHIQUHH
2-3-4 mec, 2-4-6 mec win 3-4-5 mec).

(Hanpumep,

Pesaxkuunanus

Pepaxumpanyio npopBojsT OJHOKPATHO B BO3-
pacte 18 mec. [lpu wapymenun rpadgmka nax-
UHHALMH  MOCHCAYIONHC HHTCPBAIB MKy
BECJICHHEM OYCPCIHOR 10361 BAKIMHLL HE H3-
MEHRIOTCH, B TOM YHCIe, MHTepBa nepea 4-0i
(pesakumnupyiowmei) aosoi - 12 mec. [lpn

NPOBEICHHH BAKHHHAUHK PCBAKIIHHAINKH Py~

CNocos NPHMEHEHHSA H 103561
Cxema BaKumHanmm

Pazosas j1o3a sakuunel cocrasnser 0,5 ma,
IMepeuynar sakuunayus

B coorsercreEd ¢ HauMoHaiLHBIM KaneHia-
peM npodunakTHueckux npusnBok  Poccwnii-
ckoil Deacpaumy Kype NCPBHHHON BaKiMHA-
[IHH COCTOUT M3 TPEX /103 BAKIMHEI, BBOHMMBIX
¢ uurepsasom B 1,5 mec: 8 pospacte 3. 451 6
mec. Tem He MeHee, 10 PEKOMEHJIAIINE BpaYa
MOIYT TAKKES PHMEHATECE W JIPYTHE CXEMB
TPEXJ030BOA  MMMVHHIAUHH  (Hampumep,
2-3-4 mec. 2-4-6 mec wim 3-4-5 mec).
Pesaxuunanus

PeBaxkiHAANNIO NPOBOJAAT OAHOKPATHO B BO3-
pacte 18 mec. Ipr wapymennn rpaduxa pak-
UMHALMH  TOCACAVIONME HHTEPBAIBL  MEAILY
BBEJICHHEM O4epeHOM 10Tl BAKIHILI HE H3-
MEHSIOTCA, B TOM 4HCeae, HaTepran nepea 4-oi
(pesaxumunpyromeit) nosofi - 12 mec. [pw

NPOBCACHHH BAKIMHAIMKM/ PCBAKIIMHALMN  PY-

C.6
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Crapas pesakuus

Hosas peaakuns

KOBOJCTBYIOTCH CAEAYIOUIHM FpaduKoM:

KOBOJICTBYIOTCS CACAYIOUHM rpapuxom:

|-as |-as
NPHBHB- HPHBHE-
Ka, BO3- Ka, BO3-
pacr pe- pacr pe-
2-as
Ocnxa 2-an 3-n npu- | Pepakun- benxa 3-s npn- | Pesakuu-
(BRBOANT | NPHBHE- (BBOAST | NpPHBAB-
BHBKA Halms BHBKA HAUMA
MOIHBIR Ka oML Ka
. (yepez | (wepes 12 (uepes | (uepes 12
npenapar | (uepes npenapar | (4epea
1.5 mec), Mec), 1.5 mec), Mec),
[Menrax- | 1,5 mec), i g R Ilenrak- | 1,5 mec), i | e
ceum® | seonst: : ‘ cum®™ | smoaaT: ' ‘
|eyenen- |cyenen-
HIO IO+
nHodu- nnodu-
am3ar)) aumzar])
cycnen- | cycnen- | cyenen- CVCMeH- | CyCnmeH- | cycneH-
M0+ HIO+ HEO+ IHKO+ IO+ IO+
Jlo 6 mec b x 3 Jlo 6 mec
modu- | anodm- | nwodman- awodn- | omodm- | anoduin-
Msar JM3arT 3ar TH3AT H3AT 3ar
cycrien- cycrneH- CyCHeH- CYCIEeH-
+ ! - + + ‘Ch - ‘
6-12 Mec THIO cycnex 3HEO 6-12 Mec MK cycnen THIO+
modu- N0 anodman- amodu- IO modm-
AW3AT 3ar M3 sar
13 mec o cycres- | cycnem- | cycnen- 13 mecc cycmes- | cycmen- | CycneH-
crapue IO IO IHIO crapue THIO IO MO

Bo Beex ciydasx HapylleHHs rpaduka Bakiu-
HAIWKY Bpay AOJIKEH PYKOBOJCTBOBATLCA HH-
CTPYKUHCH [0 NPHMCHCHHIO JCKapPCTBCHHOIO
npenapara B pekomenzauuami Haunonaanuo-
ro KaleHaaps npoHIaKTHYCCKHX NPHBHBOK
Poccuitckoii Geacpanmn,

Cnocob BBeaenns

BakumHy BBOAST BHYTPHMBILIEYHO, PEKOMEH-
AYEMOE MECTO BBCJIEHHA. JI€TAM B BOIpacte o1
6 10 24 mec ~ cpeanss Tperh nepejHenare-
paneHoil nosBepxHOCTH Oeapa: JeTAM B BO3-
pacte crapme 24 Mec — B JICALTOBHIHYIO
MBITIIY naeya,

He BROAMTE BHYTPUKOKHO MK BHYTPHBEHHO.

Bo Beex cayuasx Hapyiuenus rpaduxa BaKim-
HALHH BPa¥ JOJKCH PYKOBOJACTBOBATHCSH HH-
CTPYKUMCH 110 NPUMCHCHHI) JCKaPCTBCHHOID
npenapara 1 pekoMensaumavy Haunonansso-
10 KQICHAAPR NpoPHIAKTHHECKHX  NPHBHBOK
Poccuiickoit Mencpannm.

Cnocob BBe1eHnn

Bakiumuy BBOART BHYTPHMBINEYHO, PEKOMEH-
AYEMOE MECTO BBECHHA: JeTAM B BOIpACTE OT
1 1o 24 mec — cpeaHss TPeTh NCpeaHenare-
PATBHON MOBCPXHOCTH Geapa; JACTAM B BO3-
pacte crapuwie 24 MEC — B JICABTOBHHYKO
Muany mjeva.

He BBOAMTE BHYTPHKOXKHO HIIH BHYTPHBEHHO,

&7




Hamenenne Nel g JICP-005121/08-260416

Crapas perakuus

Hosas penakuus

[lepen ®sBeacHMem HeoOxoanMo  yOCIAHMTHCR,
YTO HIJIA HE MPOHNKNA B KPOBCHOCHBIN COCY L.
Jns BapHaHTa YIIAKOBKH ¢ ABYMSA OTJACALHEIMH
uraamu (16 mv 25G, 25 wm 23G), nepea npu-
FOTOBACHNCM BAKIMHBI OJHY M3 ABYX MIJI Clic-
AYET WIOTHO 3aKPCNHTh, BPalllas ©¢ Ha “cT-
BEPTH O00POTA OTHOCHTENLHO npHia. Brbop
HIJIBE  3ABMCHT 0T TOJMUMHB!  NOJKOKHO-
HHPOBOIO CAOKR ¥ PeDEHKA B MECTE MHBEKIIMM,
JUIs npHIroTORACHHA BAKIHHEL NIPEABAPHTE L~
HO YALTHB [ACTHKOBYIO HBETHYIO KPLILIRUKY
¢ QUIaKoHa, NOJTHOCTLIO BBECTH TIPEABAPHTE -
HO B30OJTAHHYIO CYCICH3HIO [UIS BHYTPHMbI-
MICHHOrD BBCACHHA (BaxuMHa ana npoduiax-
KM audrepud, CTONOHAKA, KOKMOWEA H 110~
JIMOMMCITHTA) HCPEs WIJTY W3 WnpHia Bo haa-
KoH ¢ smoduumsarom (Bakuuua ans npodu-
JAKTHKH naderimnn, BBIILIBACMOT
Haemophilus influenzae Tan b).

Bibomrare Gnakon, He BRHMMA8 WNpUIE W3
HErD, M JIOAJATHCA NOMAHOIO  PacTBOPEHHR
Jnodwmiara (ne Domee 3 mun). Honyuennas
CYCTICH3HA J0/DKHA OLITL MYTHOH B HMeTs Ge-
nosateii oTTeHOK, Bakumna He aoakmHa mHe-
NOJIB3OBATHCA B CAVHAC HIMCHCHHS OKPACKH
HIIH HATHYHA TOCTOPOHHHUX YacTHIL
[MpuroTosnesnyilo 1akuM o0pazoM BAKUHHY
CAC/YET NOAHOCTRK) HAOPaTh B TOT &Ke WITPHIL,
I'OTOBYIO BAKIMHY CACAVET BBECTH HEMEUICH-

HO,

IMepen seeacumwem HeobOxoanmo  yGeamrnes,
HTO MIJ12 HC POHHKIA B KPOBCHOCHBIH COCYIL

JUia BApHAHTA YNAKOBKH C JIBYMS OTACILHEIMH
urnamu (16 mm 25G, 25 mm 23G), nepen npu-
FOTOR/ICHHCM BAKIMHBL OJLHY W3 JIBYX W] Clie-
AYCT MIOTHO 3aKpenTh, BPALIAK €€ Ha 4HeT-
pepTh 000POTA OTHOCHTENRHO mpHia. BuiGop
HOJIBL  3ABHCHT 0T TOJIMHEL  NOAKOKHO-
AHPOBOIO CI0A ¥ peDenKa B MeCTe HHLCKIIHH,

JLA8 NPHrOTORIEHHA BAKIHHEL NpeIBapHTCIb-
HO YAUTHE MIACTHKOBYIO UBETHYIO KPHILLCHKY
¢ (hnakona, NOJTHOCTRIO BBECTH NPCIABAPHTC b=
HO BIBOATAHHYIO CYCICHIHIO JUIA BHYTPHMbI-
WICHHOI) BBCACHHA (BaKUMHA LA npodmiak-
THKR gandrepun, crosibHAKE, KOKIOWA U 110-
AMOMHEINTA) Hepe3 My w3 wnpuina so gaa-
KOH ¢ Janodmansatom (saxumsa s npodm-
HHpeKIA,

Haemophilus influenzae Tan b).

JAKTHEN BHIILIBACMEIN
Babonrars (aakon, He BRIHMMAR mINpHUA W3
HETO, W JOKIATLCH MOJHONO PacTBOPEHHS
mrodumniara (we Gonee 20 ¢). lloayyennas
cycnensus Aomxna Oume MyTHONH H HMeThL Be-
a0BaTeid 0TTeHOK. BakumHa He JO/DKHAR MC-
MOAL30OBATHCA B CAYYAC H3MCHCHHA OKPacku
HITH HATHYHA NOCTOPOHHKX MaCTHIL

[IpuroToBaennylo TakuM o0pazoM BaKUMHY
CACAYET NOMHOCTRIO HAbpaTh B TOT K¢ mnpuiIL.
[OoTOBYIO BAKIHHY CNEYET BECCTH HEMeLIeH-

HO.
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Crapan peaakumns

Hosas penakuns

MNOBOYHOE AEHCTBHE

Hexenatebibic  SBACHMN, TPCICTABICHHBIC
HHKC, MCPCHHC/ICHBI B COOTBCTCTBHH ¢ CH-
CTCMHO-OPIaHHBIM  KJACCOM M HACTOTOM
BeTpewacMocT. YHactory  BOTpeMacMocTH
ONPEeACIANN HA  OCHOBAHHH  CCAYIOUIMX
KpHTepHen: ouchb wacto (= 1/10), wacro (=
17100 n0 < 1/10), mweuwacro (= /1000 po <
1/100), peako (= 1/10000 a0 < 1/1000), ovens
peako < 1/10000), yactora wenssecTna (Henn-
34 OLCHHTL 10 HMEIOMIHMCA JAHILIM ).
JAAHHLIE KAHAHYECKHX HeCIe10Banni

B xone nposencHns Tpex HeceaoBanni cpean
JCTCH TICPBOTO  FOJa HWH3HM, [OJYHHBIIHX
nepsbie TpH  A03k BakumHnl  [lenraxcns®,
Hapbonee wactwe  cooduEaeMne  peakimm
BEIOMAH pazapaxnTenbiocts (15,2 %) i pe-
AKIMH B MECTE MHBCKIIMK, TAKHE KaK NoKpac-
wenne (11,2 %) v yiornenne >2 oM (13,1 %).
B xone uccnenoranus, nposegentoro g lse-
uMK, nocie Tpex aos saxuumst [lewraxcum®™
BRE/IeHHO B Boapacre 3, 5 n 12 mec nanbonee
HacTLIE COODIIAEMBIE PEaKINK BKIIOYAIH pas-
apaxrTensiocth (24,1 %) n peakuun B Mecte
HHBCKIHN, TaKKe Kax nokpachenme (13,4 %) u
yinoraenne (12,5 %).

VKasauHbIC NPH3HAKM M CHMITOMBI OOBIMHO
PAIBMBAIOTCH B TeveHue 48 4 nocae BakimuHa-
IHH W IPOXOJIAT CAMONPOHIBONLHO, He TPehyH
CIeUHPHYSCKOrD JIeYeHNS.

Ilpp peBakuMHANME OTMCYACTCH TCHIACHIMS K
BO3PACTAHMIO HACTOTHI BOSHHKHOBCHHA 001X

PACCTPONCTE M HAPYIICHIA B MECTC HHBCKINH,

MOBOYHOE JEHCTBHE

HemenarepHpIc  SBICHHA, NPCACTARICHHBIC
HHKC, TCPCHMCACHB B COOTBCTCTBHM C CH-
CTCMHO-OPTAHHLIM  KJACCOM W HacToToil
BCTpesaemoct. Hacrory  acrpevaeMoctu
ONPEACTAIN HA OCHOBUHMH CHCAVIONIMX KpH-
Tepuen: odenb vacto (= 1/10), vacro (= /100
ao < 1/10), wewacro (= 1/1000 a0 < 1/100).
peaxo (= 1/10000 ao < 1/1000), ouens peiako <
1/10000), wacTora HCH3BECTHA (HEAL3A Olle-
HHTE 110 HMCIOUHMCS JaHHLIM ).

JAHHBIC KAMHHYECKHX HOCE 10BN

B X0z1¢ npoBeICHHA TPEX HCCACI0BAHMIT Cpen
ACTCH TEPBOrO  rOAd KHWIHH, [OJYSHBINTHX
MCPBMC TPH 1036 Bakumus!  [lenrakenm®,
nanbonee  wacreie  cooDAeMEIE  peakiMn
BEIOMATH pasapasuTeasHocts (15,2 %) u pe-
AKIMH B MECTE MHBEKIMH, TAKHC KaK MoKpac-
Henne (11,2 %) u ynaornenne =2 cM (15,1 %),
B xoge uccaesosanus, nposesentoro B [se-
MK, nocae Tpex ao3 saxumik [lenraxcnm®,
BBeAeHNON B BoapacTte 3, 5 u 12 mec, nanbonee
yacThie coodIIaemMLle peakilil BRIIOYATH pas-
apaxuTeabnocts (24,1 %) W peakuun B Mecte
HHBEKIHHA, TAKHC Kak nokpackcuue (13,4 %)
vioraerue (12,5 %),

YKa3aHubIC NPHIHAKH M CHMITOMB OOBIMHO
pPaiRMBAKOTCH B TeswcHue 48 4 nocne BakunHa-
(HH H IPOXOAAT CAMONIPOHIBOIRLIO, HE Tpedys
cneunHIecKoro Jeuenn.

[TpH peBaKUMHAIMHE OTMCHACTCH TCHIACHIMA K
BOZPACTAHMIO HACTOTHL BOIHHKHOBEHHA OOLMX

PACCTPOHCTE 1 HAPYIICHHI B MECTE HHBEKIIUN,

C.9
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Crapas penakuns

|

Hosas perakuus

B
Hapywenun co cmoponst obsmena sewecmes u - Hapyuwenus co cmoponst obmena seuecms u

numanus

(Mens Nacmo: aHOPEKCHA

Co cmoponst ncuxusu

(Owens waemo: REPBOINOCTE (paspakHTelh-
HOCTR), HEODLIYHRIH 112104

Hacmo: wapyinenus cua

Hewacmo: nanrensuniit naay

Co cmoponst nepenoit cucmemnt

Owens yacmo; BGeCCORNMILE

Co crmoponst HCenyoouHo-KUMIENHOZ0 MmPaK-
ma

Oyenb vacmo: pBota

Yacmo: anapes

Obugue paccmpoicmea u HapyWIeHUR & Me-
cme e6eOeHuUn

(Oyenn vacmo. TIOKPACHEHHE B MECTE HHLEK-
MK, Juxopajka (= 38 °C). GonesHeHHOCTs
OTEK B MECTE WHBEKIIHH

Hacmo:® YILIOTHEHHE B MECTE HILEKILHH
Hevacmo: noxkpacuenue # oTek (= 5 M) B Me-
cre
(=39°C)
Peoxo: muxopaaka (= 40 °C), auddyiubii

HHLCKIIHA, JINXOpaaxa

OTEK OAHON N 00eHX KOHEHHOCTeH MOXeT
HAbMIOAATHCR  110CHE  BBCACHUA BAKIMH, CO-
ACPRANMX  KancyabHbiil  noaucaxapuy flae-
maophilus influenzae tvn b, Ecan raxan peax-
[HA PAIBHBACTCA, TO BOIHHKAET OHA B OCHOB-
HOM 10C/e NePBHYHON BAKIHHALHH H Hab/mo-
JIACTCR B TCHCHHC TICPBBIX HECKONBKMX HacoB
nocae sakumsanmy, Jlansas peakums Moxer

CONPOBOAIATECA  IHAHOZOM, [OKPACHCHHEM,

nUMaHuR

(Menn vacmo. anopexcHs

Co emoponst neuxuxu

yens wacmo: HEPBOIHOCTL (Pa3IpaKHTCIb-
HOCTH). HeOOBMHBIH nnay

Yacmo. Hapylienns cHa

Hevacmo: nmatenbHBIA naav

Co cmoponst nepenoit cucmemsl

(vens yacmo: GECCOHHNIR

Co cmoponst eeayOoyHO-KUIHENHOZ0 mpaK-
ma

Ovens yacmo. proTa

Yacmo: napes

Obuque paccmpoicmea u HAPYWEHUR € Me-
cme geedenun

(veny yacemo. NOKPACHEHHE B MECTe HHBEK-
uun, nuxopanka (= 38 °C), GonesnesHocTs
OTCK B MECTE HHBLEKILHH

Hacmo. ynioTHEHNE B MECTE HHBLEKITHH
Hewacmo: NOKpacHECHHE H OTCK (= 5 ¢M) B Me-
cre

(= 39°C)
Peoxa: nuxopanka (= 40 °C), manddysnni

HHBCKIHH, ARXOPAAKA

OTCK OAHOH MM OOCHX KOHCHHOCTEH MOKET
HabMOMATECK 1I0C/IE BBEJCHHS BAKOWH, CO-
AepAAmMX  KancyieHsii  noaucaxapuy FHae-
mophilus influenzae ™n b. Ecin 1akas peax-
LKA PA3BHBACTCA, TO BOIHHKACT OHA B OCHOB-
HOM TIOCTE NEPBHYHON BaKIMHAIMK 1 HalI0-
NACTCA B TCUCHHMC TMICPBBIX HCCKOJBKHX YaCcOB
nocie pakuMuanny, Jlanuas peakums Moxer

COMPOBOKAATECH  UHAHOIOM, NOKPGCHCHHEM,

C. 10
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Crapas perakuus

Hosas pepakuus

HPEXOARMEH nypuypoit ¥ CHILHBIM [U1aYEM.
TTepeunciacHibic CHMITOMBL TIPOXOAAT Camo-
Npon3BoALHO 03 nocaejAcTeuil B Teyenue 24
HACOB.

Jdanusie nocrperncrpaunonnoro nadmone-
Hus

Tak xak croHTaRHbie COOGIICHHS O HEKERA-
TCABHBIX HBIACHHAX NPH KOMMCPHCCKOM MpH-
MCHCHMH mnpenapara GBI NMOMYUCHBI OMCHbL
PEAKO M M3 MONYASUHK C HEONPEACICHHBIM
KOJMHECTBOM NAHCHTOR, TO KX HACTOTY Kjac-
CHOHIMPOBATH KaK «4acTOTA HEHIBECTHAY,
Hapywienus co cmoponst uMMynnodt cucme-
Mbt

ARadHIAKTHYCCKHE PeakllH, TaKHEe KaK OTex

mua, otex KBuHKe, oK

Co cmoponst dsixamenbiou cucmemsi

YV rayGoko HEJOHOMEHHBIX JieTelt  (pojus-
HIMXCH HA cpoke 28 Hejent win panee) 8 re-
yeune 2-3 Hel noca¢ BAKIHMHAIMH MOTyT
HA0/ONATLCH CAYYAH YUITHHEHHS HHTePRANOR
BPEMEHH MERULY AbIXATeALHBIMH JIBHACHHAMH
{eMm. pasnen «Ocobute yKazanuan).

Co cmoponst nepenoi cucmemt

Cyaopors, cOnpoBOAIAIOMIHCCH WM HE CO-
NPOBOAIAIOIHCCA JIHXOPAIAKOH, MHIIOTOHHYC-
CKHC PCEaKiMH  WIAH  ONH3OAL  [HIOTOHHM-
THIIOPECHOHCHBHOCTH.

Co cmoponst KONCU & KONCHBIX mKanel
Crillb, KpAUBHALA,

Obwgue paccmpoiicmea u HApyWeHus & me-

CMe 66C0CHUA |

NPEXOAAER nypnypoit M CHALMEM Na4eM.
[TepeancneHnbie CHMITOME! TIPOXOAAT CaMO-
Npon3BOALHO Oe3 nociejacTsnit B Tevenne 24
Hacom.

Jlanusie nocrperncrpannonnoro wabaoe-
MU

Tak kaK cnoHTaHHBIC COODINCHHS O HEXEna-
TCABHBIX ABICHUAX MPH KOMMCPHCCKOM NpH-
MCHCHMM npenapara ObUIH NONYHEHL! OYEHL
PEAKO M M3 HONVISIMH € HEONPEIEHCHHBIM
KOAMHECTROM NAIHERTOR, TO HX YACTOTY Knac-
CHPHIMPOBATH KaK «9aCTOTa HERIBECTHAY.
Hapywenun co cmoponst uMMynnoi cucme-
Mbi

AnadHNaKTHYISCKHE PeAKIINH, TAKHE KaK OTeK

auua, orek KBuHKE, ok

Co cmoponst OsIXAQMEABHOIR CUCMEMB
Y rayboko HeAOHOWEHHBIX JeTel  (pojamB- |
HIMXCH Ha cpoke 28 nenens win panee) g re-
yenue 2-3 HeH noclic BaKNHHALMA  MOTYT
HAOIIOAATLCA CHYYaH Y UIHHEHHS HITepBaIoB
BPEMECHH MCATY JLIXATCALHBIMH IABHACHHAMH
(cM. pazaen «Ocobue yKazanua»).

Co cmoponst NepeHOl CuCMEMbI

Cyoporn, cOnpoBOKIAAIOIMNACCE HWIH HE CO-
MPOBOAAAIOMACCH JIMXOPAIKOH, THNOTOHKYC-
CKHE PeaKiiHi  WIH  9SMHI0AL  THIOTOHHM-
FHIIOPECTIOHCHBHOCTH.

Co cmoponst KoXcu 1 KOXCHBX mKaneu
Crinb, KpanueHmLa,

Ob6uque paccmpoiicmen . HAPYWIEHUR € Me-

cme 66e0eHuR
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Crapas penakuns

Hosas peaakuns

Buipakennniit 0T¢K (= 5 M) B MECTE HHBEK-
MK, B TOM YHCAE OTEK, PACTIPOCTPAHAIOIIMTICH
32 O/MH win 0ba cycTasa. i peakumn noss-
ARANCH vepes 24-72 4 nocIe BBEJICHNS BaKIIH-
Hbl H MOIJIH CONPOBOAIATECA MOKPACHEHHEM,
NOBLILEHHEM TeMIEpaTyphl KOKH B MecTe
HHBEKLHH, YYBCTBHTENLHOCTHIO HIH Oones-
HEHHOCTLIO B MecTe Hubekimu. Jlannsic cuMn-
TOMBI HCHUCIAH CAMOCTORTEALHO B TCUCHHE 3-
S ameit Ge3 Kakoro-m0o A0NHONHHTCALHOIO
nevienns, [lpeamonaraior, WT0 BEPOITHOCTH
PA3BUTHA NOJOOHBIX PCaKIHil YBCIAHMMBACTCH
B 3ABHCHMOCTH OT YMCAA BBCACHME auc/umo-
AKPHOTO KOKJHOIIHONG KOMITOHEHT, ITa Bepo-
ATHOCTE BEILIE nocae 4-0i ¢ 5-0ff Joael Takol
BAKIHHEL.

Morenumaasusie nofoynnie peakumn
Komnania pacnonaraer JasibLIMH, 970 nocne
BBEACHHA  JPYIHX  BAKUHH, COACPKALIHX
cronbusuuni#  amaroxcuu,  Habmoawincy,

HEBPHT TUIEYeBOT0 Hepea 1 cHuapom [uiicna-

bappe.

BoipaxkeHnelil 0TeK (= 5 cM) B MECTE HHBCK-
LMK, B TOM 49KCAe OTEK, pacnpocTpansiomuics
3a 0N KM 0Da cycrasa. JTH peakiky Noss-
AEMMCEH Yepel 24-72 u nocne BBEICHHA BaKIH-
HLl H MOIIIH CONPOBOMKAATECH NOKPACHCHHEM,
NOBLILICHHEM TeMICPaTYPhl KOXKHM B MCCTC
HHBLEKIIMH, YYBCTBHTCABHOCTRIO Wi Gonei-
HCHHOCTBIO B MCCTC HHBCKLHH. JlaHBhIe cHml-
TOMBE HCHCHUIH CAMOCTOATE/ILHO B TEHEHHE 3-
5 nameit Ge3 kaxoro-ambo JIONOAHKTENLHONO
neverns.  Tlpeanonaraior, 910 BEPOXTHOCTH
PAIBHTHA NOJOOHBIX PEAKUMA VBCINYHBACTCA
B JABMCHMOCTH OT YHCAA BReleHnil anemwmno-
JAPHOID KOKJIIOWHONO KOMIOHEHTA, 7Ta Bepo-
ATHOCTSL BeE nocne 4-0ff 1 5-0f 103w TaKoii
BAKIHHEL

Morennmaiabusie nobounbie peakunn
KoMnanna pacnonaraer NaHHBIME, MTO MOCIC
BBCCHHA  JPVTHX  BakilHH, COACPIKALIHX
cronGusuneil  aHarokeuH,  Habmojamch

HCBPHT NACYCROrO HepBa M cuHiapom [Mnitena-

bappe.

YCIOBHA XPAHEHHSA
Xpanute B XONOAWILHHKE (IPH TeMueparype
ot 2 o 8 °C). He 3aMopakuBars.

Xpauuts B HeJOCTVITHOM /Ui JieTeill MecTe.

YCITOBHA XPAHEHHA

Xpauuts npi remneparype or 2 jgo 8§ °C B 2a-
ummennom o1 cpers mecte. He samopaxu-
BaTh.

XpanuTh B HEAOCTYTIHOM JUTIA ACTCH MecTe,

Pasnen oreyrernsyer

YCIAOBHSA TPAHCITIOPTHPOBAHNKA
[1pn Temneparype ot 2 1o 8 “C. He 3amopa-

AHBATL.

CPOK TOJJHOCTH
Jlnodmimsara - 3 rona.

Cycneniuu - 3 roga.

CPOK TI'OJHOCTH
Jnodmnmzara - 3 roaa,

Cycnensun - 3 roaa.
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Crapas peaakums

Hosasn pexakuus

He uenoab3osats o MCTeHeHnH CPOKa 1NoJiHO-

CTH, VK434HHOI0O Ha YIIaKOBKC,

He menosmb3osath 00 HCTCYCHNH CPOKA TOIAHO-
CTH, YKa33HHOIO Ha YITAKOBKC,

JlaToil OKOHYMAHNS CPOKE FOJHOCTH HBASCTCH
NOCACIHAN JCHL MCCSIE, YKR3EHHOIO Ha yia-

KOHRKE.

IMperensnu norpedureacit nanpasiasts no
aipecy 8 Pocenn:

Deepanbuas ciiyxba 110 Hansopy s cepe
IAPABOOXParCHHS

(Pocanpasnamop) 109074, Mocksa, Caanan-
ckas no, 4, c1p. |

Ten.: +7 (499) 578-01-31

aexrponnkif axpec:
pharm(@roszdravnadzor.ru

H/Hm

AO «Canofu-asentuc rpym» 125009, r.
Mocksa, ya. Teepexasn, 22

Ten.: +7 (495) 721-14-00

Maxc: +7 (495) 721-14-11

M/

000 «Hanonexn, 127055, r. Mocksa, By1wip-
cknit Ban, 1.68/70 crp.1,

Ten.:4+7 (495) 648-26-87

DnexTponnsi anpec: gmp@nanolek.ru

Mperenzun norpebureneii nanpasinrs no
aapecy 8 Pocenn:

Merepansras cayxba no namsopy b chepe
IPABOOX PAHEHHAS

(Pocapasnansop) 109074, Mocksa, Cnassn-
cKas ., 4, erp. 1

Ten.: +7(499) 578-01-31

DnexTpountiii anpec:
pharm{@roszdravnadzor.ru

W

AO «Canodu Poccns» 125009, r. Mocksa, ya.
Teepekaa, 22

Ten: +7(495) 721-14-00

Maxe: +7 (495) 721-14-11

WM

000 «Hanonex», 127055, r. Mocksa, Byrup-
cini Bax, 1.68/70 crp.1,

Ten.:+7 (495) 648-26-87

DnekTpoHnkiit aapec: gmpl@nanolek.ru

Crapumil MCHEDKEP MO PErHCTPAIHE

I'. E. Cyaranosa




