NS G dE N BT e

ot bl e

Nt A L e

o s S 0 S D B b e T e TR L A

OPI'AH IO CEPTUOUKAITMHN Ne 0087741, i
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SY3 BUO

CvumKnsitiH Buyem - Buomed

CEPTHO®UKAT KAYECTBA

«Andanpuxc® I'exca»
Bakuuna ans npoduaakrukn audrepnu, cronbuska, xoxaioma (fecknerounas), noJHOMHETHTA

(MHaKTHBHPOBaHHAN), renaTnTa B xomOuEHpoBannas, aAcopOnpOBAHHAN B KOMIJIEKTE €
BAKHHOH Qs npoduaakTukn nadexnnn, sbi3piBaemoil Haemophilus influenzae Tnn b
KOHBIOTHPOBAHBOI, axcopOHpoBaAHHOIL.

CYCIleBZiHﬂ AN BHYTPHMbIINEYHOI0 BBEACHHA B KOMIJICKTE ¢ JIHO(‘IHJII!SHTOM AN NpHroTOBJICHHNA

CYCHEeH3HH IJIH BHYTPHMBIIIECIHOIO BBEACHNH.

Cepusa Ne 23151218 Konrpomsnsiid Homep 15 INF H
1 noza 0,5 mn

ObpeM cepun 91 572 ynaxoBKy

Jlara npoH3BOACTRA 03 Oxtsbpa 2017

Cpok rofiHocTH 30 Cenrsibpa 2020

HWensrranus nposegensl no  HJI JITT-000877-241116 ¢ uam. 1,2.

IIpounsseneno:

cycriensus 24151218 u3 cepun «in bulky AC21B689A
nuodrksar 25151218 us cepun «in bullky XHIBD292B1

Haumenosanne
noxasareJei

TpeGosannn HopMaTHBHOIH
AOKYMeHTRImHH

Hara

Pesyabrarst
HCObITAHRA

Baknuua anna npodunaxraxn audTeprn, cTonbnaka, Kokaoma (6eckaeToynasn), NOTHOMHENHTA
(MHaKTHBHpPOBaHHAN), renaTtuTa B xomGnuupoBannasn, agcopbuposannas,

Cepnsn 24151218
Hata nsrorosienns 10-2017, cpok rogaocta (9-2020
Onncanne Cycniensus GenoearToro LseTa,
pa3densromascs NPy OTCTaUBAHHH Ha
GecLBETHYIO [IPO3PAYHYIO HHAKOCTE H
el z*fwnf’mfmo‘gm 22.01.2019 | Cootserctayer
pa3bUBAIOIIUFACA IPH BCTPAXHBAHHH.
BusyansHsii MeTOR,
HopnnupocTs: TlonoxuTtenbHas peakiius ¢
- nudrepuiinoro (JA) u MU TEPHAHBIM H CTONIOHAYHBIM
croabusunoro (CA) AHTHTOKCHHAMM. 18.01.2019 CooTBeTcTRYET
AHATOKCHHOB Metoz nBoitHON UMMYHOAR(GY3HH 11O
Oyxrepnonn
- koxmomuoro agarokcuna | Cpenxdas apudMeTHyecKkas BeIHIHHA
(KA), ONTHYeCKOH NIOTHOCTH HCCAETYEMOro 17.01.2019 CooteeTCcTBYET
- huaaMenTo3HOI0 o6pasia BaKlHHEb! JOMKHA OBITE BBILE,
reMMAarTIOTAHAHA 4YeM YTPOSHHOE 3Ha4YaeHHe cpeiHeH 17.01.2019 CooTBeTCTBYET
Bordetella pertussis apH(pMeTHYECKOH BETHYHHBI
(®ra), ONTHYECKOH TIOTHOCTH
- nepraxrana (IIPH) OTPULIATENIEHOTO KOHTPONA.
Hmmysnodepmentreii ananus (MPA)
-HBsAg BaxiyHa FO/DKHA CONepHaTh
NOBEPXHOCTHBIA aHTHTeH BUpYca
renaTuTa B.
HmmynodepmenTHblil anamis (MDA)
- BHPYCOB HOMHOMHETHTA Baxkuwuna gomksa cofepxars D-anTHrer
Tunos 1,2,3 BHPYCOB TOJTMOMHENINTA THNOB 1, 2, 3,
HmmynodepmenTtrsid anamus (MDA).
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SY3 HFUO

CmumKnsitiv Buyem - Buomed

CEPTUDPHUKAT KAYECTBA

«Audanpuxc® [excan
Baknuua ans npoduiakTuxn AndTepnn, cToabnsgka, Kokmoma (feckiaeToynas), NOTHOMAINTA
(nraKTHBHpOBAaHHAN), renaTaTa B koMGnunposannasn, axcopbHpoBaHHas B KOMIUIEKTE €
BAKHUHOI A npodunakTakn nudexnny, sei3sisaemoll Haemophilus influenzae Tan b
KOHBIOTHPUBAHNOMH, afcopOHpoBAHRBOI.

Cycnensns Ajist BHYTPHMBINIEYHOT0 BBEeHNs B KOMILJIEKTe ¢ THOGUIN3ATOM /sl NPHIOTOBACHHS

CYCIEeH3HH A1 BHYTPUMBILIEYHOIO BBEACHH,

Cepnsa Ne 23151218 Konrponbreiit Homep 15 INF H
1 nosa 0,5 mn

Obpem cepun 91 572 ynakoexu

JaTa npon3BoAcTBa 03 Oxrsibpa 2017

CpoK FOIHOCTH 30 Cenrabps 2020

Hcnwiranus nposenenst no  HJL JITT-000877-241116 ¢ nam. 1,2,

[TpouseeneHo:

cycriensus 24151218 w3 cepunt «in bulk» AC2Z1B689A
muodunrszar 25151218 u3 cepun «in bulky XHIBD292B1

Hipnexaemulii 06nem

He menee nomunansHoro (0,5 m).

BecoBoii metoz, Esp.@. 22.01.2019 0,55 mn
IIpoxogumocts 4epes ary | Cycrnensus gomkHa csoboaHo
OpoxoauTs uepes urmy Ne 0,8x40. 22.01.2019 CooTBeTcTBYET
['® XIII.
Bpemsa cepnmentanuonsoil | CycrieHsus mnocne BCTPAXMBAaHMA HeE
yeToiUHBOCTH IOJKHA PacCHauBaThCA B TEUCHHE HE | 55 (11 H01g o I—
MEHee 5 MHH.
I'd XIIL
pH Ot 5,8 5o 6,8
[ToTeHLIMOMETpHYECKOE ONpeeNeHHe, 22.01.2019 6,4
'® XIII
Cnenndndeckasn He menee 30 ME / npuenBoyHO# 036,
alc"rnnuocrblnmln'epuunom BHOJNOrHYECKHA  TECT HA  MOPCKHX | g1y 5014 .
AHATOKCHHA cBuHKax, Esp.®
Crnenndmgecxas He menee 40 ME / npusupo4HO# pose.
aKTHBHOCTL cTonbnaynoro | Buonoruyeckuii Tect Ha Memmax, Esp.®@ | 29.11.2017 Cootsercrayer

aHEaTOKCHHA'

Crenndmueckas OtHolweHHe cpeHeli reoMeTpHYECKOi
AKTHBHOCTH KOKJIIOIIHBIX | THTPa ChIBOPOTKH MBIILIEH,
KOMIOHEHTOB' HMMYHH3HPOBAHHBIX HCIIBITYEMOR

®  KOKJIOIEBOro
AHAaTOKCHHA

¢ (uEIAMEHTO3IHOrO
reMarrJiloTHHHHA

¢ NepTaKkTHHA

BaKLIHHOH, K cpeliHel reoMeTpuueckoi
THTPA CHIBOPOTKH MBbIlIEH,
UMMYHH3HPOBaHHBIX pedepeHc-
BAKLMHOH, JOKHEI OBITH

CHeNy OUHMH:

npotue KA — re menee 0,57

npotus OI'A — ne menee 0,37
npotus I[TPH — we menee 0,35

Buonorwgeckyii TeCT Ha MBIIIAX C

15.01.2018
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Si3 BUO

CmumKnsaiin Buyem - Buomed

CEPTHO®HUKAT KAYECTBA

«Andanpukc® I'excan
Baxnuna paa npoguaaktak gndrepnn, crondrska, koxmouma (feckaerounas), NOAHOMHUETHTA

(apakTHBUpOBANHAN), renaTuTa B komGunnpopannas, axcopbupoBanuan B KOMIJIEKTE ¢
BAKHIHOM A% 1po(RIAKTHKYE HEPeK NN, Bbi3biBaemoli Haemophilus influenzae Tau b
KOWLIOTHPOBARAOI, afcopbupoBannoii.

C}’Cﬂ‘:ﬂlﬂlﬂ AAR BHYTPHMBIHICTNOro BBEACHHA B KOMILJIEKTE C HBUCI?HJ[HCWITOM AN OPHTOTOBJAEHHN

CyCneH3ua /s BOYTPEMBIIIETHOIO BBEICHHA.

Cepust Ne 23151218 Kownrponsreii nHomep 15 INF H
1 goza 0,5 ma

O6BeM cepuH 91 572 ynakoBkH

Jlara Mpou3BOJCTBA 03 Oxrabpsa 2017

Cpok roJiHOCTH 30 Centabps 2020

Heneitanus nposenenst no  HJL JIT-000877-241116 ¢ uam. 1,2,

Ipousseneno:

cycniensns 24151218 n3 cepun «in bulk» AC21B689A
nuoduansar 25151218 us cepun «in bulky XHIBD292B1

TOCNEMYIOUHM ONpele/IeHHEM aHTHTEN
TPOTHB COOTBETCTBYIOWIErO aHTHIEHA B
CBIBOPOTKE MBIILIEH METOAOM
umMyHoQepmenTHoro aHansa (HPA),
Erp.®.
Copepxanne HBsAg Konuuectennoe coepxanne HBsAg
JomiHo 68Tk 0T 17 20 34 Mkr/vn 15.01.2019 22,8 Mxr/ma
HMumysodepmentHaii ananus (MPA)
Cuneundueckas
AKTHBHOCTH
HOJHOMHENHTHOIO
KOMOOHEHTA. Konuuecteennoe conepxanne D-
KonuyecTBennoe aHTHIEeHA BHPYCa MOTHOMHEIIHTA THIIOB
cofepxkanue D-apTurena 1,2, 3 B oxHOI no3e npenapata AOMKHO
BHpPYCa NOJAOMHAEIHTA: coctasnars B EJ]l UDA:
¢« Tumal -0t 24,0 go 56,0 E] 11.01.2019 32,3 Ell/no3a
e Tuoa? -oTt4,8 0 11,0EQ 7,7 EI/nosa
e rTmma3 -0t 19,2 1o 45,0 E[{ 26,3 El/noza
Hmmynodepmenthstit ananus (MOA)
CrepHALHOCTH Baruwuna nomisa 6bITh CTEPHIBHOM.
Meron MemGpanHO# GHIBTPALHK grdLsole CooTBeTCTBYET
P TPATHH, 23.01.2019 3
I'd XIII -
OcmonspHOCTD Ot 260 go 295 MOcm/xr Zenin, Nf\
Kpuockonuueckuit, Esp.®. ;{; \%{0 (I:P "275mOcwm/xr
151 Sy, = VAt
BakTepuaaLHLIE He 6onee 25 ED/mn = ... &l
3HIOTOKCHHBI KauecTpeHHEIH renis-Tpomb TecT, 0101201970, % [SHe
T XIII N\ o[- RO
®opmanbaernn’ He Sonee 0,2 mMr/mn NEpn s L5
CriekTpodoTOMETpHYECKHH 02.1T2017555< 0,2 mr/mn
Amomuani Ot 1,1 mo 1,7 mr/mn
Arommo-ebcopbuRoEHAR 21.01.2019 1,5 mr/mn
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Si3 BUO

CmumKnsiiH buyem - Buomed

CEPTUOHUKAT KAYECTBA
«Hudanpuxkce® I'excarn

Baxnnna qan npoduaakTokd AudTepnn, cronduaka, kokawoma (feckaeTouynas), oTHOMHEINTA
(nEaKTHBApOBAHHAN), renaTuTa B komOuRnposanuasn, afcopOupOBaHHAN B KOMIJIEKTe ¢
BAKHNBOIH g npodraakTokE HHdeRUEn, BuI3bIBaemoii Haemophilus influenzae tan b
KORBIOrHpoBanHoil, agcopbnposannoii.

Cycnemna AJIsi BHYTPHMBILIEYHOTO BBEACHHA B KOMIUJIEKTE € J!HO(i)HJIHIBaTGM AJist IPETOTOBJCHARA
CYCHEeH3ny Uil BHYTPHMBIIIEYHOIO BBEACHNA.

Cepusa Ne

1 nosa

Ob6nem cepun

Jlata npousBoncTRa
Cpox rogsocTH

23151218

0,5 mn
91 572 ynakoBkH
03 OxTtabps 2017
30 Ceuratbpsa 2020

Henprranns nposepensi no  HJ JITT-000877-241116 ¢ mam. 1,2.

Tlpousseneno:

cycniensus 24151218 u3 cepun «in bulk» AC21B689A
nuodunuzar 25151218 us cepuu «in bulky XHIBD292B1

KonTponsusii Homep 15 INF H

CINIEKTPOMETPHA

}

ITIponzBoacTBEHNBIE
MTAMMEI

Bordetella pertussis, Tohama, phase 1, K 3-2(2) (Teijin Ltd, Tokyo, Japan)
Corynebacterium diphtheriae mramm Massachusetts T8 Park Williams

Clostridium tetani wramm Massachussets F1, 2-5-69
Bupyc nonuomuenuma mun I — wramm Mahoney
Bupyce nonuomuenuma mun 2 — wramm MEF-1
Bupye nonuomuenuma mun 3 - mramm Saukett

Saccharomyces cerevisiae — mramm RIT4376, pexoMOUHAHTHELE NPOAYLEHT

HBsAg cybrun adw

Bakuuna pin npopunaxkrake nndexuny, spispisaemoit Haemophilus influenzae Tun b

KOHBIOTHPOBAHHAA, ajcopOupoBanHasl.

Cepns 25151218

Hara n3rorosaennn 10-2017, epox roguoeru 09-2020

Onucanne

JInodhHH3HpOBaHHBEIH MOPOLIOK HITH
nnoTHas Macca 6enoro mgeTa.
BoccTaHoBneHHas BakLHHA —
HeNpo3payHas HUAKOCT, MPH
OTCTaHBaHHH pasfegioaics Ha
GecLBETHYIO NPO3PaYHYIO JKHAKOCTE C
obpazoranuem Genoro ocajxa, KOTOphIH
JErKO pecycrneHaupyeTcs
BCTPSXHUBAHHEM.

BusyanbHbli METOL.

22.01.2019

CootBeTcTBYET

HoanuaHOCTH
KANCYyALHOI0
noJucaxapuaa
Haemophilus influenzae
TH b

Cpenras apupmMeTHUECKas BeTHIHHA
ONTHYECKOH IINOTHOCTH
HCcnexyeMoro obpasina BaKIMHE
JomkHa OEITE BEIIE, 9€M YTPOeHHoe
3Ha4YeHue cpefneil apudmeTnueckoH
BEJTHYHHEI ONTHYECKOH IIOTHOCTH
OTPHLIATENEHOTO KOHTPOJIA.
HWmMysOhEpMEHTHBIH aHATH?

(HUDA)

Bpems pacrBopenust

He Gonee 5 mum.
BrsyansHblil MeTo.
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Si3 bUO

CmumKnsiin Buyem - Buomed

CEPTH®UKAT KAYECTBA

«Andanpukc® I'exca»
Baknuna uis npodnaakTHKE AHGTePHH, CTONOHAKA, KOK/MomA (feckaeToqHasn), HOIHOMAEIHTA
(nnakTEBApOBaHHAsN), renatuTa B koMGuEnpoBanHasn, aacopéupoBaHHAN B KOMIUIEKTe ¢
BaKANHOI A5 npouAAKTHKE W Qexnn, BhizbiBaemoil Haemophilus influenzae Tan b
KOHBIOTHPOBAHHON, afcopOnpoBanuoil.

Cycneusun AJA BHYTPHMBIIIEYHOI'0O BBEACHHA B KOMIJIEKTE C JIHOC;)HJ!HSRTOM AJisi OpHTOTOBJIEHRS
CYCHEeH3HH I8 BRYTPHMBIIIEMHOr0 BBeJEHHS.

Cepus Ne 23151218 KonrponsHsift Homep 15 INF H
1 noza 0,5 Mn
OGrem ceprH 91 572 ynakoBKH
Jata npoH3BOACTBA 03 Oxrabps 2017
Cpok rogHoCTH 30 Cenrsb6pa 2020
Henerranua nposepensl no  HJI JITT-000877-241116 ¢ usm. 1,2.
TIpousseneHo:
cycnensus 24151218 w3 cepun «in bulk» AC21B689A
mrodwniaT 25151218 u3 cepuu «in bulky XHIBD292B1
01508070
pH [ToreHIMOMETPHYECKOE 22.01.2019 6,0
onpepenenue, I'P XIII
Boaa He Gonee 3%
MeTton K. ®umepa 16.01.2015 1,5 %
CHinuse SOepatne He menee 80 % oT HOMHHAJIEHOTO
Kancy aLHoro cofepKaHus noaucaxapuaa
noJiacaxapuaa * 14.01.2019 101 %
e 3 BOXX
Haemophilus influenzae
Tan b
Conepxanne csoboanoro | He Gonee 20,0 % ot obmero
nosmcaxapuaa CONEPHAHHS NO/HCAXAPHLA. 9012019 133 %
Haemophilus influenzae | ViMMyHEObepMEHTHBLE aHANH3
Tun b (UDA)
CTepuibHOCTD Baxuuna nosmkHa GBITE CTEPHIILHOI. 09.01.2019
Meton membpaHHOH GUABTpalLMH, Rasiony | Cootsercrayer
P P 23.01.2019 =
I'® XIII
BakTepuaibHble Menee 5 E3/nosa Mexee
IHI0TOKCHHBI KauecreeHnslii rens-tpomb TecT, 21.01.2019
o XIII
AroMuHui Ot 0,12 no 0,18 Mr/dnakon 16.01.2016: B
KomnnexcoHOMeTpHHYecKHH MeTo T 4 R
IIpon3BoacTBeHHBIH Haemophilus influenzae Tan b mramm S20752 3 Ty
MTAMM Clostridium tetani Massachussetts F1, P2 10/28/69. . .
YoakoBra Baxiuina nns npodunaKTuky THOTepHH

cronbraka, kokmoma (feckieTouHan),
nonuoMuenuTa (MHaKTHBHpOBaHHAaA),
renatuta B komGuHupoBanHad,

ancopOHpoBaHHad:
ro 0,5 M (1 po3a) cycnen3uu B IITIPHIL

HeTpanbHoro crexna Thna I (Esp.@.).
HocHk npHia yKyHnopeH KOJIMagkoM
M3 PE3HHBI.

09.01.2019

N
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SY3 B0

CvumKnsain Buyem - Buomed

CEPTH®HUKAT KAYECTBA

«Aupanpake® Iexcar
Bakumuna ans npopunaxraky gndrepun, croabHaka, KOKII0OMmA (becknerounas), nonmomuennta

(inakTHBHpOBaHHAA), renaTATa B KoMONHEDOBAHHAN, ALCOPOHPOBANNAN B KOMILIEKTE ¢
BAKHIHOH NS HPOGUIAKTHKY HH(EKIIH, BHI3LIBAEMOI] Haemophilus influenzae Tau b
KOHbIOTHPOBaHHOI, a1copGHpPOBAHNOIL.

C)’CI!EHBHF! A% BHYTPHMBIIIEYHOT'O BBEIEHNA B KOMILIEKTe ¢ nnot})nnnsamm AJIA OpHTOTOBJIEHHUN

Cepus Ne

1 no3a

Obvem cepun
Hata npoussoscTea
Cpoxk rogsocTH

CYCOeH3uH Ja BHYTPHMBbIINEYHOI0 BREJCHHS,

23151218

0,5 mn
91 572 ynaxosku
03 Oxrabps 2017
30 Centabpa 2020

Hensrranus npoeenensi mo HJ[ JITT-000877-241116 ¢ u3m. 1,2.

IMpownzseneno:

cycniensusa 24151218 us cepun «in bulk» AC21B689A
nuodunusar 25151218 u3 cepru «in bulky XHIBD292B1

KontponsHsiii Homep 15 INF H

Baxuuna ana npodunakTiky
HHOEKUWH, RE3LIBAEMOH Haemophilus
influenzae tvn b, KOHBIOTHPOBAHHASA,
ancopOupoBanHas:

no 1 nose nuodunmmsara Bo prakon
HelTpanbHoro cTekna tuna I (Esp.d),
YKYTIOPEHHBIM NPOGKOH K3 pesuner U
ATIOMHHHEBBIM KOMNAYKOM NOJ
obKatKy, cHabKeHHBIM 3aUIHTHOT
OTLIENKHBAKOIIEHC NNACTHKOBOH
KPBILIEYKOH.

KomruiekTHoCTS:

no 1 wnpuLy ¢ cycriessue ¥ ro 2 urmsl
B OTAE/IBHBIX [IACTHKOBBIX
KOHTeHHepax B KOMIUIEKTE ¢ |
¢naxkoHoM ¢ MHOdHNHIATOM B Gnncrepe
U3 TMIONMHBHHWIXIOPHAA H 3aKPEITOM
TIEHKOH U3 MonuaTIIeHTepedTanaTa,
Ilo 1 6nuctepy BMecte ¢ HHCTPYKUMEi]
MO NPHMEHEHHIO B KAPTOHHOH nauke.

Mapxkuposka

B cooteercteun ¢ HJT JITT-000877-

09.01.2019

Cooteercrayer

Pykosoautens OKK
PyxoBoautens ciyx6u kavectra

23.01.2019r.

241116 ¢ uam. 1,2
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