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MWHWUCTEPCTBO 3[IPABOOXPAHEHWUA POCCUIACKON
O®EQEPALIAN

WHCTPYRLMA
N0 NPAMEHEHKIO NEKAPCTBEHHOTO NPENapaTa ANA MEARLIKRCKOTD NPUMEHEHWA
NEHTAKCUM®

Ananp ; umn,.,.; PUM K C b L]

uy p unau'mnnpnna'uu.;n, HHpEK-
umM, Bbizbisaemoi Haemophilus influenzae Tun b xoHslorupoBaHHan

PETMCTPALLWOHHOE YOOCTOBEPEHME: NICP-005121/08

TOPIrOBOE HAMMEHOBAHUWE
MexTakcum®

rPYnnMPOBOYHOE HAMMEHOBAHWE
Bakuuxa AnA npodunakTukm AWGTEpUA W cTonb acoplupoBaNHER, KOKNIOWS AUeNnIoNAPHas,
4 Bbl3t W Haemaphilus influenzae TN b KoWblorm-

¥ 4

NNTa HHAK

POBaHHAR

NEKAPCTBEHHAA ®OPMA
Nuodunuzat AnA NPUTOTOBNEHUA CYCNEHINN ANA BHYTPUMBILIEYHOTO BBEeHHA 1 1033, B KOMNNeKTe ¢
cycnex3weit ANA BHYTPUMbILEYHOro BBegekmA 0,5 mn.

COCTAB
Opna poza (0,5 mn) cogepamr:

HaumeHoBaHKe KOMNOHEHTOR Konwaectso 8 oanoit gose (0,5 mn)

Dopmansaerus 12,5 MKr
(DeHoKCHITaHON 2,5 mKn
Boaa ana nHbeKUWiE Nlo0,5mn

YKCyCHan KWCADTA WIKM HATPHA
ruapokcup — Ao pH 6,8-7,3

HauMEROBAKHE KOMNOHEHTOR KonwuecTeo B ogHoi go3e (0,5 mn)
Baxuuna ana npod drepun u cronbHaKa ancopbuf
KOKNIOLWA AUeNNIONAPHAR, p
(cye ANA BHY T YHOFO )
Axmuenbie seliecmea
AHATOKCHH ARG TEpPMITHBIN =30ME
AHATOKCHH CTORGBHAYHBIR =40 ME
AHATOKCHH KOKNIOLHBIA 25 mKr
[EMArTRITUHUH QUNAMERTOIHBIA 25 mKr
AMOMMENHTA 1-r0 THNA
Bupyc nono "_“ 0 40 egunny D anturena
WHAK p i
Bupyc nonwomuenuta 2-ro vuna
i & apunuy D anTurena
WHAKTHBNPOBAHHbI
Bupyc nonuomuenu_m 3-rotuna 32 eqMHigH DanTHrena
WHAKTHBMP
Benomozamensiole geujecmea
ANOMUHUA THAPOKCHEY 0,3 mr
(pepa Xexkea 199° 0,05mn

Baxumsa AnA NPOPUNAKTHKM HHBEKIMM,
Bbizbizaemoi Hoemophilus influenzae Tun b, kowblornpoaknan

{nmod ANS NPUr YCNeHIWW ANA BHYTPHMBILIEYHOTO BBEEHNA)
AxmusHoe seiyjecmso
Monucaxapua Haemophilus influenzae Tan
b, KOHBlOTHP I o crond an | 10 mKr
AHATOKCHHOM
Bcnomorarenbhbie BeujecTsa
Caxaposa 42,5 mr
TpomeTamon 0,6 Mr

* — He CONepRMT GEHONOBLIA KpacHbIR

AHTib (cTpent W WH B) HCONL3YIOTCA NPU NPOU3BOACTEE BAKLMHDI,
HO HE NPUCYTCTBYIOT B ONPEAENSEMBIX KONMUECTBAX B KOHEUHOM NPOAYKTE.

BakupHa NPon3BEEHa & YUIOBHAY, COOTBETCTBYRWMK Tpebosanuam Hapnemalyei npouseocTBeHHOR
npakTuki (GMP).

ONMUCAHUE
Bakuwha anA npodunakTuku AwdTepun u cronBuaka ascopbupoBaHKaR, KOKNIOWA AUEARIONADHASR

NONMOMMENNTA KHAKTHBADOBAHHAA (CYCNEH3NA ANA BHYTDHMBILIEYHOTO BBEAEHIA): Denosatan MyTHan
CYCNEH3NA.

Bakuuta AnA npoGUNAKTHEK HHGEKUMN, Bb3biEaemon Haemophilus influgnzae Tan b, KOHBIOTHPOBAHHAR
(MMOGUNMZAT 1A NPHFOTOBNEHNA CYCIEHIMM IR EHYTPUMBILIEUHOTO BBESEHMA): Denbii romorenHbli
nWodUnM3aT.

BoccranoBnesHan BAKUHHA: HENPo3p MUAKOCTE B 0 UBETa, NPH OTCTAHBHWW pazfiens-
WLWAACA Ha BecUBETHYI MUIKOCTE ¢ 0Bpazosannem Genoro ocaka, KOTOPLIA NETKD PECYCIEHIMPYETCR
BCTPAXMBAHMEM,

OAPMAKOTEPANEBTUYECKAA FPYNNA
MUBN-gakumna

KOO ATX
J07CAO6

WMMYHONOTMYECKUE CBOUCTBA

HmmyHozeHHOCME NOCTE NEPBUYHOT UMMYHU3AYUL

B WCCNEfoBaHMAX MMMYHOTEHHOCTH ¥ [eTedl, BAKUMWHWDOBAHHBIX TPEMA [033MA NEKAPCTBEHHOMD
npenapara [leHTakcum®, HaUkHaA € TpexmecAYHoro Boapacta, y 100 % pered Gun JoCTUrHYT ceponpo-
TEKTHEHLI YPOBEHb AHTHTEN K aHTHIeHam AndTepun i cronbuaka (= 0,01 ME/mn).

Bonee uem y 88 % geteid Habnopanocs YETHPEXKPATHOR YEENWYEHHE THTPOB AHTHTEN K KOKAIOWHOMY
AHATOKCHHY W MNAMEHTOIHOMY ATTIIOTHHWHY Yepe3 1 MEC NOCRE 3ABEPWIEHUA NEPEHYHOR



MMMYHU3ALAK. TIPM OTCYTCTBIN CEPONDTMUECKOID KOPPENATA NPOTEKLMK YETIDE
THTPOB NOCNE WMMYHH3ALMK MOKHO CYHTATh CEPOKOHBEPCHEN,
Kar mutunym y 99 % nerei nocne kypca nepamyHoi MMMyHISaLn Goinm JLOCTHTHY Thi NOCTEAKLWHANG -
HbIE THTPLI NPOTHE BAPYCOB NONHOMMENNTA THRA 1, 2 W 3, NPEBHIWANLIME NOPOTOBOE 3HAYEHNE PABHOE
5 (Benuumna, 0bpaThas paseeenmi, npu KOTOPON HABMIOAAETCA CEPOHERTPANUIALMA), CUMTAIWEECA
JAWMTHBIM. Yepes 1 MeC NOCNe OKOHUAHWA KYPCa IePBUUHOR MMYHU3AUMK, COCTOAWIETO U3 TPEX 103,
Kak MUHIMYM Y 92 % npuBMTLIX AeTed 1-r0 10/1a MM3HI THTP AHTHTEN K KANCyNbHOMY nonucaxapuay
Haemaphilus influenzae Tan b Bein Bbiwe 3awWTHOMG ¥poeHa 0,15 MKr/mn, HeoBxoguMOro ANA KpaTKo-
BPEMEHHON 3ALUNTEL OT MHBAIHEHONH remodmnbHON WHGekynn, Yepes T mec nocne TPETLER NPHEHBKN
KOHUEHTPALMA aHTHTEN K KancynbHomy nonwcaxapuiy Hoemophilus influenzae Twn b eiwe 1 mkr/mn,
fi Ann obec ANMTENBHOM 3AULNTbI OT HEAINBHOI TEMODUNLHOR WHPEKLMK, HAGH0-
Ranack y Gonee uem 67 % npueHTbIX.
Hmmynozernocme nocre pesaxyunayuu
HecnenoBaknA MMMYHOTEHHOCTH Y AIETel Ha BTOPOM FOBY MH3HK, NPUBHTLIX TPEMSA [03IMK BaKUHH
TeHTaKCUM™ B pamMKaX MEPBHYHON MMMYHIIALMK, NOKAIANN BbICOKMA YPOBEHbL AHTHTEN KD BCEM AKTHE-
HbIM BEWECTBAM NEKAPCTBEHHOTD NPenapata nocne | ITOH He . ¥ Beex getei
YpoBeHb antten npegsiwan 0,1 ME/mn ana o1 (] Ta, W b B CPEAHEM
MATHKPATHOE YBEAHYEHUR THTPOB AHTUTEN K KOKMWHOMY aHATOKCHHY W GWNAMEHTOZHOMY arTRioTH-
HiMHY. Y Beex feTeit HaGnIOAANCA AOCTATONHBIR YPOBEHb aHTHTEN K BUPYCAM NONHOMHUENNTE THNos 1,2
3. bonee yem y 97 % neteit yposenb anTiTen k BosbyawTento AndTepin npessiwan 0,1 ME/mn.
Twtp anTiTen K kancynbHomy nonucaxapuy Haemophilus influenzae Tn b npessiwan 1 mkr/mn nocne
pesaKLnHauun bonee wemy 99 % peved.
TH JaHHBIE NOATBEPK/AZIOT MHAYKLIIO MMMYHONOrHYECKOR NaMATH NOCHE NEPBHYHON BaKLMHALMN,

NOKA3AHUA ANA NPUMEHEHUA

MepeuyHan BakiMHaLUA W PEBIKUMHALUMA AETER NPOTHE AWGTEPMM, CTONBHAKA, KOKNKWA, Nonwo-
MUenuTa W HHerUny, Bai3biBaemoit Haemophilus influenzae Twn b (MewwnrwT, centiuemns, apTpuT,
INHIACTTHT, THEBMOHMA, OCTEOMUERNT W /1p.).

NPOTUBONOKA3IAHWUA ANA NPUMEHEHWUA
» [porpeccupynu, 0 THA, COnp i A CYAOPOraMK WA Be3 TaKoBbIX.

* JHUEPanonaTHA HEACHOR ITHONOTHK, PAIRMBLIAACA B Teuenwe 7 AHed nocne BBefeHua nioboi
BAKUNHB! (UEALHOKNETOUHON MK aUeRNONAPHOH), copepmawei anTurens Bordetella pertussis.

« (MnbHAR peakuws, pa3BMBLIARCA B Teuenwe 48 4 nocne APEABIAYILER HMMYHIUIALIK BAKLWHON,
COAEPIKALIER KOKNIOLUHLIH KOMNONENT: TEMIEPATY A TENa PABHAR WIK NpeBsiluarian 40 °C, CHHApoM
ANHTENLHOPO HeobbiuHoro nAaua (fonbiue 3 v), debpunshbie n adelpunLHEE CYAOPOTH, FMNOTOHKWYE-
CKWA-THNOPEAKTHBHLIA CHHAPOM

= [MnepuyBCIBMTENLHOCTE HA Npefsiyiiee BeefeHne AndTepuition, cTonGHAYHON, KOKMIOWHOR
BAKLWH, BAKLHH NPOTHE NONHOMUENKTA MW WHOEKLIW, Buisbisaemoi Hoemophilus influenzae Tan b,

+ YCTaHOBNEHHAA FUNEPUYBCTRITENLHOCTE K MOBOMY KOMNOHEHTY BAKLMHbI, 3 Takxe MTapanbge-
THAY, HEOMMULKHY, CTPENTOMMUMHY W NORWMKKCHHY B,

+ 3abonesanms, CONPOBORAIOILINECH NOBBILIEHHEM TEMNEPATYpEI Tena, 0CTPOE HHAEKLMOHHOR HNKW
Xpokuyeckoe 3abonesanmue B craum obocTpenns. BaKyunaymo nposogaT vepes 2-4 negenu nocne
BbIZAOPOBNEHHA WM B NEPHOJ PCKONBANECUEHUMN MAM pemuccun. Tpn HeTaxensix OPBH, octpeix
KMLIEYHbIX 360NEBAHMAY W AP. NPUEHEKN NPOROAAT CPA3Y NOCAE HOPMANMIALMN TEMNEPATYPbI.

MEPBI NPEAOCTOPOXHOCTH NPU NPUMEHEHUW

+ Tlpw Hanwumi B anamuese y pebenna debpunbHbix cynopor, we caa3aHHbX CNPEAWECTBYIOWIER BAKLH-
HauMeR, CIEfYeT CNeANTh 32 TeMNEPaTYPOR Tena NPHBMTOND B TeueHie 48 4 NOCTE BAKLMHALMA 1 NpH ee
NOBbIWEHHM, N0 HA3HA'EHNID BPaYa, NPUMEHATD AHTHNWPETHYECKHE (KaPONOHNMALIKE) NpenapaTsl.
» Tipi TPOMBOUNTONCHHM W APYIMX HAYWEHWAK CHEPTLIBAEMOCTH KPOEH BBEACHHE BAKLMHbI

P YEEAWYEHWE

JOMKHO AP
HHBEKLHH.

NPUMEHEHWUE NPU BEPEMEHHOCTUW U B MEPUOJ TPYAHOTO
BCKAPMNUBAHWA

Nockonbky Bakia TTeHTAKCUM® NPUMEHAETCA 1A BAKUNHALWA AETel, TO AAHHSIE 0 BAUAKMM Npena-
para Ha TeyeHne GepemerHOCTH U KODMAEHKE TPYALI0 OTCYTCTBYIOT.

CNOCoB NPUMEHEHWA U JO3bl

(xema BaKUHHALMMK

Pa3oBan A03a BaKUWHbI cocTasnaet 0,5 mn,

Mepauynan sanyurayus

B cooteeTCTRMM ¢ HaumoHanbHbIM Kanenaapem npodunasTHueckig npuensok Poccuickoin Qegepaunn
KYPC NEPBMUHON BAKUMHAWNN COCTOMT W3 TPEX 103 BAKUIMHBL, BROAHMBIX ¢ WHTEPBANOM B 1,5 MeC: B
BO3PACTe 3, 4.5 W 6 mec. Tem He MeHee, N0 PEKOMEHAALIMN BPaYa MOTYT TaKme NPUMEHATLCR W ApYTHE
CHEMbE TPEXA00B0R MMMyHN3aUMK (Hanpumep, 2—3-4 mec, 2-4—6 mec unn 3—4—5 mec),
Pesaxyunayus

PeBaKUMHALM NPOBOAAT OAHOKpaTHO B Bopacte 18 mec. Mpw rpaduka
NOCEAYIOUIME HHTEPBANIbI MEIK /1Y BBESEHHEM OUePe)HOM L03bI BAKLMHEI HE HIMEHAKTCA, B TOM YHCe,

AMTBCA € OCTOp Thi0 W3-32 PUCKE PA3BHTHA K[ {EHHA NP BHYT] YHOR

MHTEpBAN Nepen 4-0d (pesakunMpyoued) Ao3od — 12 mec. Mpu np HIHH UMK/ peBakum-
HALWK PYKOBOACTBYITCA CREAYIOLMM TPAdMKOM;
:::H":\“{:::K:’TB:;?:SE 2-aR NpHEMBKA 3-A npHBKEKa PepakumHauma
P A . (uepez 1,5 med), (uepe3 1,5 mec), (uepes 12 mec),
npenapat [lenTakcum BERIAT: SaRAT: SOl
[eycnensmo-+nnogmnuzar]) . : :
874 + cyl + cyal +
o S b U] T nMopunnIaT
cycnen3ni 4 CYCTIEHINN+
612 mex nWoduKIaT A nvodunuzaT
13 mecw cTapwe CYCMEHIN CYCMEHINI CYCNeH 3

Bo Beex cnyqanx HapyWweHWA rpadka BAKUMHALWM Bpay HOMKeH
NPHMEHEHNI0 IEKAPCTBENHOTD NPenapata i pekomenaumamu H
TUMECKMX N Pocewiickoi O

Cnoco6 BBEfeHMA

BakumHy BBOAAT BHYTPMMBIWEYHD, pe MECTo JIeTAM B BO3pacTe ot & Ao
24 MeC — CPEAHAR TPETL NEPeAHENTEPANLHON NOBEPXHOCTH fGepa; aetam B BopacTe crapuwe 24 mec —
B AENBTOBWIHYI0 MBILULY NAEYa,

He BBOgMTL BHYT WM BHYT]

Mepep BBEAEHHEM HEOBKDRHMO YOR/TBCA, 4T0 HIAA HE NPOHHKNA B KPOBEHOCHBI COCyA.

[ins BapuanTa ynakoeKw ¢ ABYMA OTAENBHLIMK MTRIMM (16 MM 256G, 25 MM 23G), Nepef NPUroToBNEHHEM
BaKUWHbI OfjHY W3 ABYX WA CAEAYET NNOTHO 33KPENWTD, BPALLAA ee Ha YeTBepTL 06opoTa oTHOHTENbHO
wapuya. BeiGop NIkl 3aBMCHT 0T TONUHHB p oAy p B MECTE HHBEKLMK.
[ins NPUFOTORNEHUA B pefgap HO YAANKE NAAC Y10 UBETHYK) KPBILIENKY ¢ (pRaKoHa,
NOMHOCTLI BBECTH NPEfBAPHTENEHD BIGONTAHHYI CYCNEH3MO AN BHYTPHMBILEYHOTD BEEJEHHA
(BaKLRHA 403 NPOPUNAKTUKK AMGTEPHH, CTONGHAKA, KOKNIOLA W NONMOMHENHTE) Yepes Hrny U3 Wnpuya
BO QNaKOH C NHOGHH3ATOM (BaKUMHA ARA NPOGHIAKTHKI WHOEKUMH, Bbi3biBaemoit Haemophilus
influenzae Tan b).

TBOBATLCA MHCTP
Kanesaps npod




B3BonTars GpnakoH, He BEIHUMAR WNPHLA W3 HEro, W A0KAATLCA NONHOFD DACTEOPEHUA NHOGUANIaTa (He
Gonee 3 vnn). NomyuenHan cycnensis A0KHA GbiTh MyTHO W UMETb BENOBATHIA 0TTEHOK, Baruuna we
AOMKHE HCMONL3IOBATHCA B CYYE WIMEHEHUA DKDACKH WNH HANWMHA NOCTOPOHHMK HACTHLL,
[puroToBneHHy Takim 0bpazom BakLMKY CHe/lyeT NoNKOCTBI0 HaBpaTb B ToT we LunpuL.

TTOBYM BAKUMHY CNE[YET BBECTH HEMELNEHHD

NOBOYHOE JENCTBUE

Hemenatentibie AENGHAR, NDEACTABAEHHBIE HWKE, NEPEMMCICHB B COOTBETCTBMN C CHCTEMHO-
OpraHHbIM - KNACCOM W YacTOTOR  BCTPCYICMOCTH. YacTOTy BCTPEYIEMOCTH  ONpeensnn wa
OCHOBAHUWN CREAYIOWINK KPHTEDKER: D4eHb YacTo (= 1/10), vacro (= 1/100 4o < 1/10), Heaca (= 1/1000
A0 < 1/100), pejko (= 1/10000 go < 1/1000), ouenb peako < 1/10000), yactora HewseecTHa (Henban
OUEHATH N0 UMEIDLLMMCR A3HHBIM).

[lannbie KNUHWYECKUX HECEOBAHNR

B xope nposen TPEX Wt W CPEAW ZIeTeil MepBOTD TOA3 AH3HH, NONYUMBWIKK NepBbIe TPI
R03b! BAKWHG! MTenTaKcum®, Hanb uacTbie cooBLUaeMBIE PEAKIUNH BENKYANN PA3/IPaKHTENLHOCTE
(15,2 %) n peaumnw B MecTe WHbEKLWW, Takme Kak nokpacHenue (11,2 %) ynnoTHenwe 2 oM (15,1 %),

B xoge mccneposamua, nposegentoro & Leeuwy, nocne TPEX 103 BaKUMHL: (TEHTAKCUM®, BBRAEHHON
B BOIpacte 3, 5 W 12 e, Hanb YacTkie (oo 1B PEAKLMN BKMOYANH PA3APARMTENLHOCTL
(24,1 %) W peakumm B MeCTe HHLERLIUM, TAKHE Kak nokpachenme (13,4 %) wynnorrenwe (12,5 %).
Ya3aHHbIe IPU3HAKH M CHMITOMBbI 06bIuHO Pa sHUBaKTCA B Teuskie 48 4 nocne Bakuym HaUMM W NPOXOAAT
CAMONPONIBONBHD, HE TREBYA CNEUMBHYBCKOTD NEYeHIA.

Mlpu pesakuMHaLMi OTMEUAETCH TeHAEHUHS K BO3PACTAHWN UACTOTH BOIHHKHOBEHMA obuwmx
PACCTPORCTE W HAPYLIEHWA B MECTE HHBEKLMH.

Hapywenus co emop 6 8elUjecme U numanun

Ouens yacmo: aHOPeKCHA

Co cmopotsl ncuxuk

Ovenb 4acmo; HePBOZHOCTD (Pa3APAMMTENLHOCTL), HeoBRIMMBIN NNay

Hacmo: HapyLEHHA CHa

Hewacmo: BNATENLHbIR NRay

(o cmoponbi Hepaol caicmemen
Owens yacmo: becconknla

Co cmop ydoyno

Ouews yacmo: peoTa

HYaemo: puapen

O6uwue paccmpoi Py 8mecme
Duenb wacmo: NOKPACHEHWE B MECTE UHBEKLIMK, nuxopanka (= 38 °C), GoneaHeHHoCTs W oTek B MecTe
HHBEKLHA

HYacmo: yInoTHEHNE B MECTE HHBERLIK

Hesacmo: nokpackerme w oTex (= 5 cn) B MeCTE nHbeKLK, nuxapajka (= 39°C)

Pedko: nuxopagka (= 40 °C), nuddy3Hbii oTex ofuoR wnw obenx koneuHocTeil THabnwpateca nocne
BBEJAEHUA BAKUWH, CONRPKAIINY KaNICYNLHLIA NonMcaxapuy Haemophilus influenzae Twn b, Ecni Takan
peakuun pa A, T0 T OHA B OCHOBHOM NOCNE NEPENYHOR BakUHHALMK W HabmogaeTca
B TEYEHHE MEPBbIX HECKONbKMX 4aCOB NOCAE BKUMKALMNK. [laHHaA PEaKUMA MOKET CONPOBOAIATHCA

20 mpaxma

5

LMAHO30M, NOKPACHEHWEM, Np 1YPYDO W CHAbHBIM nnauem. MepeyucnenHsie caMNToMb
I T Camonp HO Ge3 noCnefiCTRIN B TeueHme 24 yacos.

Danuble nocTperncrpayuonnoro vabniogenna

Tak KaK CnonTaKHBIe coOBueHNA o npm PHECKOM N npena-

pata bk NONYHEHBI OYEHD PEAKD W W3 NONYNALUK CHEONPELENEHHLM KORWUECTEOM NAYHEHTOR, TO UX
HacToTy xnaccn@nqnpuunn Kak e4aCTOTd HEMIEECTHAD,

Hapywenus co cmoponsl ummynroii cucmemsr

AHadunakTHUeCKNe PRAKLMW, TAKME KaK OTEK NHIga, oTek KBWHKE, WoK

Co cmoponbi dvixamenssoli cuememst

¥ FnyGoko HefoHOWeHHLIX feTell (DOAWBLIMKCA Ha cpoKe 28 Heflenb K paee) B Teuenue 2-3 gueil
MOCNE BAKWHHALMA MOTYT HaBnogaToca cayuan yo WHTEPBANOE BPEMEHW MEMAY ALIXATENG-
HEIMIE ABWKEHIAMK (oM. pasgen «Ocofible ykazannns).

Co cmoponsi HepeHoii cucmems!

Cynoporw, ConpoBOAAAIDIMECA HAN He CONPOBOKIADUINECS NHXOPILKDH, TMAOTOHKIECKIE peaKLm
M 3INUI0Ab THNOTOHHM-THNOPECNOHCHEHOCTH,
Co cmopoHb! KON U KOMHBIX MKaHel

Chink, KpanueHmua.

Obuyue paccmpoiicmaa u Hapy 8 Mecme
Bipasenblii oTek (= 5 cM) B MECTE EBEKUWK, B TOM YHCRE OTEK, PACNPOCTPAHMOUIKACA 33 DTHH WKW
0ba cycTasa, 3TH peakuun NORBNANKCL Yepes 2472 u NOCNE BBEACHAA BAKUNHBI W MOFTH CONPoBO-
HAATLCA NOKPACHEHHEN, NOBbILIEHNEM TEMNEPATYPLI KOKK B MECTE MHBEKUWK, YYBCTEMTENBHOCTHI
i GONEIHENHOCTLI0 B MECTE MHBEKLIN. [laHHble CUMATOMBI HCYE3aNH CAMOCTORTENLHO B TRUEHHE
3-5 pedt be3 kakoro-nuGo fononHuTenskoro neenna. Nipenonarast, uto BEPOATHOCTE PAIBUTUS
NOADBHBIX PEaKUMil YBENUINBAETCA B 3ABUCHMOCTH OT YMCNA BREAEHMI AUENNKAAPHOTD KOKNKLIHOTG
KOMMDHEHTA, 33 BEPOATHOCTb BbILE NOCNE 4-0i W 5-0/f f03b TAKOW BAKLMHBL

NoTenuuansHbie no6oyHble peakumi

KomnaHus pacnonaraeT AaHHbIMK, 4TO NOCAE BBESEHIA APYIUK BakLHH, COABPKALMK CTONBHAYHBIR
AHATOKCHH, HABAKYIANNCH HEBPUT NIEYEBOTO HEPBA W CHAPOM [Wilena-Bappe.

NEPEAO3UPOBKA
NlaHHble oTcyTCTRYIOT.

B3AUMOAENCTBUE C APYTMMM NEKAPCTBEHHBIMU NMPEMAPATAMM
32 HCKMIOYEHHEM WMMYHOCYNDECCHBHOR Tepanin (cw. pazgen «Ocofibie YKA3AHMAL) HET AOCTOBEPHLIX

[DaHHBIX 0 NPH HERONE C/IPYTHMU NEKAPCTBENHbIMU NPenapa-
TaMM, B TOM YHCNE — C ZIDYTUMM BAKLIWHAMM,

Cycnenzmm, copepmay LUHHY Ans npod THEN JWTepun w CTonBuAaka agcop yia,
KoKAowa p NNT3 HAKTHBKP Y10, HENb3A CMEIMBATL ¢ Kakkmu-nkbo

APYTHMM NEKAPCTBERHLIMN NPENAPATaMK, 33 NCKNKYEHHEM NPHNATABMOTO NMOBINN3ATA BAKLWHB! ANA
NPOGUNAKTHKN WHYERLMK, Bbi3biBaemi Haemophilus influenzae Tun b kon DITHPOBANHOM.
BOCCTaHOBNEHHYI0 BaKIMHY HENb3A CMELINBATS C [PYTHMMN NEKADCTBEHHbIMI NPENAPaTAMA | BaKKH-
Hamu,

Bpay pomen GoiTo WHOOPMMPOBAH 0 HEABHO NPOBOAMBLIEMCA NHGO COBNAZAIOLIEM 10 BPEMEHN
€ BaKUMHALMeR BBeeHUW pebenKy noboro APYTOro NexapcTBERKOTO npenapata (& ToM uMcne —
BeapeuentypHora),

OCOBbIE YKA3ZAHWA
Bakuuma Mestakcum®™ we 4 T T

p MPOTHE  MHI , Bbi3blBAEMOA  ApYrHMU
cepotunamu Haemophilus influenzae, a Takse NPOTHE MEHWHTINTOB WHOA 3THORDFAN,

Bpau nomwen GbiTb WHGopMUPOBAK 060 Beex cnyyanx NoBOUHLIX peaKiywi, B ToM uicte He nepeync-
MEHHBIX B MAHKOW WHCTPYKLMW. [lepen KampoR NPABMBKOR, AN NPEAOTEPALIEHHA BOIMOMHBIX
AINEPTMHECKAX W ADYTWX PeAKUWA, BPaY OMKEH YTOUNNTL COCTORHME 300POBLS, WCTOPMID MMMYHH-
3UNK, aHAMHes NauMeHTa W BNMKARUINK POACTBEHHWKOB (B YACTHOCTH — ANNEPIOROrMYECKH),
Cydau noBouRsY IQHEKTOB HA NPEALIECTBOBABIINE BBEAEHWA BAKLWH, Bpau nomwen pacnonarate
NEKAPCTBERHGLIMK CPEACTBAMM W WHCTPYMEHTMM, HEOBXOMMMBIMKA NPH PA3BUTHI PEAKLMM rMNEDUYR-
CTBUTENBHOCTH.




MMMYHOCYNPECCHBHAR TRPaNMA WA COCTORRME WMMYyHOAEGHUMTA MOTYT BbiTe npMYMHOR cnaBoro
OTBETA Ha BBe) BAKUHHBI. B 3THX Cyuanx PEKOMEHAYETCR OTROMHTS BaKLMHALMK 70
OKOHYGHWA TAKOH TEPANuM MK PEMICCAN 3a60N1eBaHA. Tem He MeHEe, NULAM ¢ XPOHHUECKUM WMMYHO-
Aeduyntom (Hanpumep, BUY-nug ) BaKUMHALMWA p Dae ecnn YHHbIA OTBET
MOiKeT BbiTh OCnabaennbiM,
Mlpw pazguTiu B aHamHese cunpoma Mitena-Bappe nan HEBPUTA NNEYEBOTO HEPEA B OTBET Ha Kakyio-
nubo BAKUMHY, COMEPMALLYI0 CTONGHAYHBIA AHATOKCHH, p o MK neKapc
nipenapatom MeHTakcM® A0RKHO BBITh OCHOBAHO Ha TULATENLHOR DLEHKE NOTEHUMANBHOI MoNb3Ibl
0 pucka. Kak np B TaKWX CNy4anx ONPaBAGHHEIM ABARETCA 33BEPLIEHIE NEPBUNHOM
MMMYHUILWK Y NETER NEPROTO roAa MM3HM (eCM BEENEHD Meee 3-x 403).
NoTeHuWansHLIM pUck pazBUTHA anHDI W HeoBxogHMDCTS MOHHTOPHHIE ABIXAHWA B Teuenue 48-72 4
CAERYET yUMTLIBATE NPU NPOBEEHUN NEPBUNHOTD KYPCA MMMYHW3AUWM ¥ ryBOKe HenoHoWeH-
Hbix fiETed, poanBIWMACA Ha cpoke 28 Hegens waw PaHee, & ocoBEHHOCTH, ¥ HMEKILLIMX B HAMKEIR
NPH3HAKK HEIPENOCTH ALIXATeNbHON CHeTembi. (lockoMLKY NONb3a MMYHK3ALIMK 370 rpYNNLI AeTei
BICOK3, BAKUMHAUMIO HE CNEAYET OTKAABIBATE AW CYMTATH NPOTMEONDKAZAHHOI,
Mockonbky aHTUTEH KancynapHoro nonucaxapuia Haemophilus influenzae Tan b eeiBogMTCR uepes
MOYKK, B TEUEHWE 1-2 HEfenb NOCAE BAKUMHAWWA NPH 3HANWIE MOYM MOHET PerncTpHpoRaTHCA
TIONOMUTENBHBIA TECT HA WHBEKLAD, Bbl3biBaenyw Haemaphilus influenzae Tan b. B 3ot nepiog Heofixo-
ANMO NPOBEEHHE ADYTHX TECTOR AANA NOATBEPMAEHAR QHATHOZA WHBEKLWW, Bbi3biBaeMOR Haemophifus
influenzae vn b.

BNUAHWE HA CMOCOBHOCTL YNPABNATL TPAHCMOPTHbIMU
CPEACTBAMMW U 3AHUMATBCA IPYTUMMN MNOTEHUWANBHO
OMACHBIMU BUAAMW REATENBHOCTI

Mockonbky Bakuuna MeHTaKCM® NPUMEHAETCA AN BAKUAHAUMW feTel, To BAMAHME npenapara
Ha (NOCOBHOCTL YNPABAATL TPAHCNOPTHLIMK CPEACTEAMM W IAHWMATHCA ADYTHMM NOTEHUMANbHO
ONACHLIMM BULAMH [ICATENLHOCTH HE W3y4anots.,

DOPMA BbINYCKA

Bakumna gna npod THKK AudTEpHN W CTonb Poup . KOKAWWa ayennionapHas,
a WHAKT — CYCNEHIWA ANA BHYTPUMbIWeYHOro Beegesun 0.5 mm &

KOMNAEKTE ¢ i ANA NPOHUAIKTHRN HHOEKLWN, BLIILIBIEMOR H hilus influenzae Twn b,

KOHBIOTWPOBAHHON — NHOGMANIAT ANA NPHTOTOBIIEHNA CYCTEH3MN ANA BHYTPHMbILIEYHOrD BEEJEHHA
14032,

Mo o4HoR go3e NMOGUNRIATA B CTEKNAHHOM dnakoHe W no 0.5 mn (1 go3a) cycnensum B CTEKNAHHOM
Lnpuue (c 3akpennesHoi uoR nnw 6e3) BMeCTHMOCTBI 1 Mn, € nopLwHem xnopbpomByTinosbim,

Mo 1 gnakowy w 1 wnphuy B 3akpbITyI0 Aueiikoyn ymaogxy ([13T/11BX). Ecni wnpuy He umeer sakpe-
MAEHHOR WENB, T0 B YNAKORKY BKNAAWEAITCA 2 0TAEbHbIE CTEPHNLHBIE WINbL,

Mo 1 AuedkoBoi ynakoske B HAWBMAYANLHYID KAPTOHHYIG a4k CHHCTPYKLUWEH N0 NPHMEHEHIK,

CPOKTOAHOCTH

Nuodmnmaara — 3Iropa,

Cycnewsmn — 3 roga.

He uenonb3osats no cTeuenin cpoka roAHOCTH, yKa3aHHoro Ha YNAKOEKE,
YCNOBWA XPAHEHUWUA

KpaHuTs & xonognuHuke (npi Temneparype o1 2 o 8°C). He 3AMOPAKUBATD,
KpaHuTh B HEAOCTYNHOM A AETER MecTe,

YCNOBWA OTNYCKA

OrnyckaioT no pewenty.

IOPUAUYECKOE /INLLO, HA UMSA KOTOPOTO BblAAHO
PEFTMCTPALUNOHHOE YAOCTOBEPEHUE
Canodw Nactep C.A., Opanuua

NPOU3IBOAWNTENDL

Cawodm Nacrep CA., Dpanuyua

Sanofi Pasteur 5.4,

1541, avenue Marcel Merieux, 69280 Marcy I'Etoile, France
Wi

Canodm Nacrep CA., Opaniua

Sanofi Pasteur S.A.,

Parc Industriel d'Incarville, 27100 Val de Reuil, France

BTOPUYHbBIA YNAKOBIUUK/B bINYCKAKOWMWIA KOHTPONb KAYECTBA
Canodu Macrep C.A., Dpanuus

Sanofi Pasteur S.A.,

1541, avenue Marcel Merieux, 69280 Marcy |'Etoile, France

Wnu

Carodu Mactep C.A., Opanims

Sanof Pasteur S.4.,

FarcIndustriel d'Incarville, 27100 Val de Reuil, France

wnw

000 «Hanonexs, Poccun

612079, Kuposcxan ofinacrs,

(puuesckuit paion, nrr N1EsnHwbI, Biome uumHckIi kommnexc
«HAHOMEK:

Ten.: 47 (495) 648-26-87

Mpertenaum notpeburenei nan paBnATL no agpecy B8 Poccun:
Denepanshan cnywba no Hag3opy e chepe 3PABODXPAHEHNA

{Pocappaenanaop) 109074, Mockea, Cnasanckan nn., 4, crp. 1

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

InekTponkbiR anpec: pharm@roszdravnadzor.ru

niunu

AD «Canodm-asenTuc rpyn» 125009, r, Mocksa, yn. Teepckan, 22

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

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

WinmK

000 «Hawonexx, 127055, 1. Mocksa, by Toipcxwi Ban, 5.68/70 cpl, |
Ten.:+7 (495) 648-26-87

InekTponnbil agpec: gmpiananolek.ru

'{;j HAHOAEK  SANOFIPASTEUR \%
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