PA3PEINIEHUE
Ha BBOA B rpaxkpanckuit o6opor B Poccuiickoit Deziepayy Cepuy UM MapTHH POH3BEICHHOrO
B Poccuiickolt ®enepaliuy wik BBOSUMOTo B Poccniickyro ®eneparuo AMMYHOOHOIOTHYECKOro
JIEKapCTBEHHOTO Mpenapara

Ne P0O06-00110-77/04898271 ot 23.04.2026

Brinano ®enepansuomy POCYZIapPCTBEHHOMY YHUTAPHOMY MIPEAIPHSTHO "Canxr-ITerepGyprexmit
HAyIHO-HCCIICNOBATENbCKMI HHCTUTYT BaKIUH U CRIBOPOTOK M NPEANPUATHE TIO TIPOH3BOLCTBY
OaxrepuitHEIX Mperraparos” DenepanbHoOro MeInKko-6GHoNOTHIeCKOro areurcTpa, Pocens, 198320,
r. Cankr-ITerep6ypr, T. Kpacroe Cerno, yi1. Csobopp, 11. 52, UHH: 7807021918.
(HaHMEHOBAHHE IOPUIHYECKOr0 Jiuna, opuanyeckuit anpec, MHH)
®enepanbHas cayx6a o Ha[3opy B cepe 3APABOOXPAHEHMS HA OCHOBAHMH 3AKJII0YeHHUS
HCIBITATCIBHOTO UEHTPA HKCIEPTUIEI KAUYECTRA MEIUIHHCKUX MMMYHOOHONOTHYECKUX NPENapaTos
DenepabHOro rocyIapCTEEHHOrO OromxeTHOrO yupeskuenus "Hayunsiit LEHTP SKCIIEPTH3EI CPENCTB
MEIMIMHCKOTO NpuMeHenns" Munucreperea 3apagooxpanenus Poccuiickoit Penepanun
(HanmeHoBaHHe (enepanbHOro FOCY AAPCTBEHHOTO BIOIKETHOrO YUpeKaeH s )
or 22.04.2026 Ne 387/HI\DCMIT paspewuaer BBOX B IpaxIaHCKHii 060poT
(nata) (Homep)
B Poccuiickoit ®enepamyu UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO npenapara
ba6u-Xub
(Toprogoe HanMeroBaHue)
Baxuuna mist npopunaxriku uHpexuuy, Ber3siBacMoit Haemophilus influenzae tum b
KOHBIOIUPOBAHHAS
(MeXxIyHApOIHOE HeMATEHTORAHHOG HANMCHOBaHWE (IPYNTIHPOBOUHOE MIIH XMMHYECKOE)
HOGUIH3AT UL IPUTOTOBIIECHAS PacTBopa I BHY TPUMBIIEUHOro BReaenns 0.5 mMi/noza 0.5 Mo
(1 noza) - ¢pnaxows (10 mrr.) - mavxkwy KapTOHHBIE - IS JIEUEOHO-NIPODHIAKTHYUECKIX YUPEXKICHU I
(bopma Brinycka (¢ ykazanuem NeKapCTBeHHOH hopMmbl, NO3UPOBKH, PAaCOBKM) ¥ KOJMUYECTRO B ynaxkoske)
cepum 100326 , O0beM cepuu wiam maptau 2812
(Homep cepun) (KONMYECTBO yakoBOK)
rogen o 02.2028
(cpox rogHoCTH)
MPOM3BOACTBA  DefEpAIBHOr0  IOCYIAPCTBEHHOTO yuuaTapHoro  npemnpusitas  "Camkr-
IetepGypreimii HayqHO-UCCIENOBATENIECKUH HHCTHTYT BaKIUH W CEIBOPOTOK M IPENHpUATHE TI0
[IPOM3BOACTBY GakTepuitHbIX NpenapaTos” QenepanbHOro MemuKO-GHONOTMIECKOT0  AreHTCTRA
(OT'VIT CIGHUUBC ®MEBA Poccun), Poccus, r. Camxr-TlerepGypr, r. Kpacroe Cemno, yn. Co6ozns,
A. 52, mut. B (mpouzBommrens (rotosoit JI®), mepuusas YIaKOBKa, BTOPHYHAsS YHOAKOBKA),
JIAT. A (BBINYCKAKOMMI KOHTPOJIb KayecTna).
(HaumenoBaHue u anpec Mpou3BOANTENS (C yKazaHHeM cTau i TIPOU3BOACTRA)
Perucrpanuonnoe ynocrosepenue Ne JIIT-Ne(012037)-(PT-RU) ot 08.10.2025.
HMepxaTens perucrpauuoHHoOro yaocTopepenust dDenepanbHOe rOCYyIapeTREHHOE YHHUTApHOE
nipennpuarue "Cankt-TleTepGyprexuit HayUHO-HCCTIEN0BATELCK T HHCTHTYT BAKIMH H CLIBOPOTOK U
TPCAIPHUATHE M0 IPOU3BONCTBY GaKTEPHUHEIX MpernapaTos” DeziepabHOro MeIMKO-OHONOTHYECKOTr0
arenTcTBa (OI'YIT CIIGHUMBC @OMEBA Poccun), Poceus, 198320, . Cauxr-IlerepGypr,
r. Kpacroe Cerno, yir. Crobonpr, 1. 52.

b

(HanmeHoBaHMe, anpec)

JOKYMEHT NOMmcaH
DIEKTPOHHOM TTOITHCHIO

3aMeCTUTEINL PYKOBOIUTEIIS

POC3}_I aRHAa 30pa Ceprupurar 42D1B24ADS2BBD113BD1263FEACCRCRY
B " PEK 0BA EH f : Buanesew Iapxomensco Tvntpuii Beesosogornss
MEHE[IXEP CKNIA NA Heternnresen ¢ 07.04.2025 no 01,07.2026

NOBEPEHHOCTb ks 1/1 i ————
0T 12.01.2023r. KONIKS BEPHA
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PMbA POCCHI
Depepansroe rocyAapcTBeEHOE YHATAPHCS RpennpUATaE
«Canxr-Tlerepfyprexmii BAYIHO-HCCAAOBATeNLCKAN HECTATYT BAKIHE | CRIBOPOTOK
2 BPCANpPHATHE N0 HPOHIBOACTBY GaxvepaiiERIx EPENapaTORY

@exepanbHOre Meanko-GuonormIecKoro AreHTeTRA
(@IYTI CHGHAMBC ®MEBA Poccs)

Poccna, 198320, r. Cancr-TierepSypr, r. Kpacsnoe Ceno, yu. Ceobons, 1.52, e (§12) 660-06-14,
dawe: (812) 660-06-16

MACIIOPT
Ne 0053/26 ot 10.04.2026

B6u-Xub
Baxnuuna ana npodunaxrais HH(EKIAE, BHI3LIBAEMOH Haemophilus influenzne
. THI b KOHBLIOrUpoBaREAS :
Jlnodumsar aus npurorosaenns PACTBOP2 JJIA BHYTPEMBIHICTHOI'O BBEXCHMS,

0,5 ma/noza
Perucrpaupocrnroe
YIOCTOBEpEHME JII-3&{012037)<{FT"-RIdy br 08.10.2025 1,
Hopuatusnas noxyMenran JII-Ne(012037)-(PT-R1U}-081025
Howmep cepun : 100326
®opmar BHIycKa
(mexapcrBennas popma,
HO3KPOBKA, TIEPRHTHAS JTHODFIIM3ET JUIA IPATOTOBICHHS PacTBopa s
YHAKOBKA, XOMHUECTRO BHYTPHMENICUHOro BBefernd, 0,5 mu/xosa (dpnaxor)

JeKapCTREHHOH GopMEr)

1 zoza (0,5 ) x 10 (mawxa K&PTORHAT)
Komzuecreo B cepru

2812 vpakoBox

Hara fpomseonctea 16.03.26 N .
Cpox ronsocra o 02 2028
PesyneTars mensrrammi
| HoxasaTean Hopmek Merommr PeavasTare
Onmcanue Juodunenas macca Buzyaneue, Jmothamenas Macca
Genoro nsera. Td® XV, Genoro ugera
Boccranosnemmsis @®C.3.3.1.0055.18 Boccerarornenmsmi
Ipenapar — mpernapar —
becipernas GecripeTHas
UPO3a9THAY KEAKOCTE I[03pavRas AAKKOCTE
. Hopmmuocts Homxen Jatexcuag - O6pazopancs .
00pasoBEBATECS ArTIHEOTHHALEY, KOMILIEKC aXTHIeH-
KOMIUIEKC aHTHrEH- I'd XV, | ABTHTEHO
SHTHTENO ®C.3.3.1.0055.18 | )
PacTroprMoCTS He Gonee 3 Mun BusyanmbHem, !
' X1V,
0®C.1.7.1.0018.18 |

Crpanrma 1 53 4 A :

BupioKosa E. T.
MEHE A XEP CKJ1A JA
JLOBEPEHHOCTD e 1/1
0T 12, 01,2026r.
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KONHS BEPHA E V MIIZKC”
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LM@MEM Hopmux 1 Meroaw J Peyyummrarsr |
(Bpems | |
BOCCTARORICHES ;
* Ipenapara) |
— - - -
" Mexawmaeomne Bunenmie Brmsyammxri, Bunmasie ]
| BTEOYEHYL MeXaHuYeCKue e xv, MeXampdecKue |
| | BRIOHeHES fomkmsl | O®C.1.4.2.0005.18 BRINOYCHES |
OTCYTCTBOBATE OTCYICTBYIGT J
pH 016,5007,5 Horeampomerpy- 6,8 '
YOCKHI,
roxv,
ODC.1.2.1.0004
TloTeps B Macce npu He Goree 3,0 % Becogoi MeTox, 1,0%
BHICYNIMBARAR rexv,
O®C.1.2.1.0010
Towmoers posnmes He 60Jre_e 10% Becogoii meton, 1%
] To XV,
©C.3.3.1.0055.18
Docgop Homxen 6y or 0,8 Pacuernriit 1,1 Mxr/nosa
0 1,2 Mxr/nosa (no conepxammo
KalCynsHOro
nOJHCaXapraa),
' Xv, »
: » ®C.3.3,1.0055.18 |
Kancyne g He memee 80 % or Xumurgeckui, 107% ot |
noHcaxapus HOMUHANBHOTD Cnelc’rpb(bo'mMe'l‘pH- HOMHHABHOTO |
coaepxanas (or 9,5 weckuli Meron COXEPIKARHA
B0 14,3 Mur/nosa) COpenencHns ¢ (12,8 Mxr/noza)
{ “OPIHEOBLIM
! (opuunionosbmw)
PERKTHBOM,
roxv,
-l O®C.1.2.3.0019
Crepumuocrs Homxna 6prs Meron npsmoro Crepunzaa
CTepUIBLHA Hocesa,
T XV,
O®C.1.2.4.0003.15
Anovansrag Homxua 6pre Bronorsmueckei, Heroxcrana
TOKCHIROCTE HETOKCHIROH] o Xv,
! O0®C.1.2.4.0004.15
| BakrepHamspmnie Menes 18 ME/noza I'eme-1pom6 Tecr, Mense 5 ME/no3a
| SHAOTOKCHEE I'do Xv,
! O®C.1.2.4.0006.15
i , , . " - _—
{ Caxaposa (37,5£17,5) Mr/mozy Pedpaxromerpy- 49,0 Mr/pnozy
| HECKHI, g
J’ o Xy,
I ___0®C.1.2.1.0017
Crparyma 2 us 4

3 A TTATs g
i i YRR ) I
- :y}‘i M\A ! AL

b#PKoBA E, T,
MEHE 1 XEP CKNA LA
JI0BEPEHHOCTb & 1/1
0T 12.01.2026r.

KONKSA BEPHA
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Hokazareny Hopwmpr Meromnt Pesv i rares
Mapxuposxa Cm. pasgen 1.3.2.) Buzyansxeni, CooTsercisyer
MOnYyJIs 1| JII-Ne(012037)~(PT- pasgeny 1.3.2,
! PETRCTPALMCHACTO RU)-081025 Moy 1
IOCHE PETHCTPAIMONHOTO
JIeKapCTBEHAOrO JOCHE
npenapara, NEeKapPCTBEHHOTO
Tiperiapara.
Homep cepum ¢ | Homep cepun ¢
OpPHMEHEHNEM NpHMEHEHUEM
DPOLeRYPEL IPONERYPEI
| cepuanmsamuy; CepHATA3AIIN:
NNMMYY, rae: 100326
NN ~ nopsaxoswii
HOMEp, 9ucio ot 1 ao
999 npuceavpaeTca B
PaMKax KaNeHAAPHOTO
roja.
MM -~ wmecanm, =
KOTOPOM TPOA3BEHEHO
TG
1YY — mocnenune nme
oudper B HoMepe
KaNCHAAPHOTO TOHE.
T'open no: Tonen no:
MM YYYY, ome 02 2028
MM - pocnenawmit
JeHL  Mecana, B
KOTOPOM  WCTEKAET
cpox roguaoctu JIC;
~ roxm, B
KOTOPOM  HCTEKaeT
cpox roprocra JIC,

Voaxoeka ITo 1 goze Busyansueni, Mo 1 noze
Jmodumizara JII-Ne(012037)-(PI - maodmIHzaTa
BaKUHHEL ST RU)-081025 BaKIHEL, 910

cooTaercrsyer 0,5 mn coorBercTRyeT 0,5 Mn
BOCCTAHORNCKHOIO BOCCTAHOBICHHOIG
. pacTBOpa, BO pacTeopa, Bo
bnaxonsr 2R unx 4R dumaxonst 2R w3
u3 GecuBeTHOTO Geciysernoro
HEHATPaNBHOTO CTEKIA HEATPATEHOID CTEKNA.
l-ro
THAPOIMTUYECKOIO
Xyacea.
Dnaxoner DIaKOHE! YKYHOpEHs!
YKYDOPHBAIOT
npobxavu
DPE3HHOBEIMYE &
obKaTbBaroT
.. KOImayKamy
Crpanrma 3 ms 4

BHPOKOBAE, T,
MEHE A XEP CK 1A A

“TOBEPEHHOCTE R 177 ~

0T 12, 01.2026r.

Konnd BEPHA
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|
{

| Toszarens Hojinapt Merors Pesymprarer |
BOMUHMEBEIME KT WTOMUHPERO- !’
AHOMHEHEBO- TUIACTHKOBEIMY, |
TUIACTHKOBEIMYL, |
Ha xawpsit gaxon Ha xascuuit naxkoy |
HaKJICHBAIOT 3THKETKY BaKJICEHa STHRETKA
H3 6ymara odeeTRO#N caMoKmesIanca.
M 3THXETKY |
CAMOKJIESTYIOCs, '
Mo 10 ¢maxonos & Ho 19 ¢naxonos &
KOHTYPHO KOHTYpHOHR
TICHKOBOH VIIaKoBKe SACHKOBOY yrakopke
U3 IISHKH H3 [IeHKH
TOJAB I PITX IO PH - HONHBHERIUIOPHS-
HOH. HO¥.
Ilo 1 xouTypHOIH Ilo 1 xoBTYpHOMH
TIEHROBOH yIakoske AYeHKOBOY yIakonke
¢ 10 dnaxonamz » ¢ 10 ¢prraxomamu B
TIA9KE B3 KapTOHa yis IAYKe U3 KAPTOHA I
norpeburensckoi norpeSuTentckoi
TapEl BMECTE ¢ TapE BMECTE ¢
.. AHCTPYKOHEH [0 HHCTPYKIIMEH o
2 NPHMEReHDI0 “ HPAMEHEH IO,
(racTROM-
Bitansnuem), «
Iawxu ¢ npenaparom . ITaww ¢ npenaparom
HOMETIAIOT B SIuK NOMEINEHK B SIMUK
L ) | KU TOHHEH, KA TOHREN, !
Venopus Xparesns | XparuTe u TIEPESBOZUTE B xonommbme (2-8 °C). He zamopaxmpars |

i

, VYenopns Homnyckaercs TPaRCIOPTHpORaREE Py TeMneparype go 25
; TPAHCHOPINPORaHHS | 6 yaco,
‘Cpoxromoerss | 2 romza

i
y

°C B TeueHne

%'
|
i
f

Saksmiouenue; cepus 100326 mmm@;r/ae COOTBETCTBYET TPESOBAHAIM HOPMATUBHOMN

é
AOKYMEHTAUNH 10 6cem noxasame: L5 mmmm?a\ @
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P

Pyxosormens KK ||

Bupokoss E. T,
MEHEQAXEP CK A QA
ROBEPEHHOCTS M 1/1,
0T 12.01,2026F.
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