PASPELHIEHUE
Ha BBOJI B TpakJiaHCKHUI 060poT B Poccuiickoit Menepauun CepUU WA MapTUU
npousseaieHHOro B Poccuiickoit Meiepaiuy UM BBO3UMOTO B Poccuiickyro ®egneparuio
HUMMYHOOHOJIOrMYECKOr0 JIEKAPCTBEHHOIO npernapara
Ne P006-00110-77/01387139 ot 13.09.2024

Boigano OOmmecTBy ¢ OrpaHMYEHHONW OTBETCTBEHHOCTBLIO "Hanonex", Poccus, 127055,
r. MockBa, yi1. Byteipckuii Ba, 1. 68/70, ctp. 1, 51. 2, nom. I, xomH. 23-37, UHH: 7701917006.
(HauMeHOBaHMe IOpUAMYECKOro uua, ropuauieckuii angpec, UHH)

DenepanbHasi cayx6a no Hagzopy B cepe 3ApaBOOXPAaHEHHUs] HA OCHOBAHHHM 3aKJIIOYEHU s
MockoBcKoit UCTIBITATENBHOM nabopaTopur KOHTPOJIS KauecTBa neKapcTBEeHHBIX cpeacts OI'BY

"UMIIDYAOCMIT" PocsnpaBnajizopa
(HanmeHOBaHUE (enepanbHOro FOCYNIAPCTBEHHOTO BIOJPKETHOTO yUPEsKIeH s )
or 09.09.2024 Ne 1174)IK-11/24 paspemaeT BBO/I B rpa)JaHCKUil 06opoT
(nara) (HOMeEp)

B Poccuiickoii ®exepanuu "MMyHOGHOIOrHYeCKOro JICKAPCTBEHHOT0 Mpenapara
Ilenrakcum® (Bakimua s poQUIaKTUKK TUGTEPUU U CTONOHSIKA ajcopOupoBaHHasi,
KOKITIOIIA aleJUTIOJISIpHAs, ITOJIMOMHUETUTA VHAKTHBUPOBaHHAS ﬁ"ﬁﬁ (MH, BEI3BIBAEMBIX

Haemophilus influenzae Tun b, konsigrupopannas)
(Toprosoe HaumeHoBanue)/ = \ &\

Baxuuna juist npodunakuxu gudrepun, croncus n‘fi;K: KOt O \1/1":(;)\ VenuTa U

nHpexnmii, BerssiBaeMbix Haemophilus) inflienzaé T N
(MeXyHapOZHOE HEMaTeHTOBAaHHOE HAMMEHOBAHE (rpy Iﬁﬁi),\(\m\qm_-;og ‘myﬁf;,igéw ecKoe)
TMO(UIN3AT IS IPUTOTOBICHHAS CYCTIEH3MHI JIsl BHYTPUMBIL UHOTO BBeACHUs (1 103a) -
(pmaxonsl (1 1IT.) - MAYKH KAPTOHHBIE /B KOMILIEKTE C CYCIIEH3H u%ﬁﬁ'BﬁyTpHMLILHGLIHOFO
BBeJieHus (mmpurr) 0.5 mu-1 mr., uria-1mr./
(opma Bbinycka (¢ ykazaHuem jnekapcTBEHHOI (opmbl, 1031poBKH, hacoBKM) 1 KONMMUECTRO B YIaKOBKe)
00beM cepuu UM

cepun  A19634 (cycn.:A19313/ imod.:X1B40) — 75749

(HoMep cepun) (xosmyecTBO
YIIaKOBOK)
rogen 10 31.05.2026 ,
(cpok ropHocTH)
npoussoacrea Canodu Ilacrep C.A., ®pannus, 1541, avenue Marcel Merieux, 69280, Marcy
I'Etoile, France (npomssomurens roropoii JId (cycuensus, mMouIn3aT), nepBHYHas yIIaKoBKa
(muodunusar)); OBuecTBa ¢ OrpaHHYEHHONH OTBETCTBEHHOCTEIO "Hanonex" (OOO "Hanosex"),
Poceusi, Kuposcekas obnacts, OpuueBckuii MYyHMIMIIANBHBIA  paiion, JIEBUHCKOE TopocKoe
nocenenue, buomennmmuckuii komrmiexe HAHOJIEK TEPPUTOPUs  (IEPBUYHASL  yIAKOBKA
(cycniensust), BTOpUYHAs ylIakoBKa, BEITYCKAIOIMIA KOHTPOJIb Ka4ecTBa).
(HauMeHOBaHME 1 a/Ipec NPOU3BOAUTENS (¢ ykasanuem cTannii 1pou3BoCTRA)
Perncrpaunonnoe yrocrosepenne Ne JICP-005121/08 o1 01.07.2008.
JlepkaTens perucTpanHoHHOro yaocrosepenust Canodu Ilacrep C.A., ®panuus, 14 Espace
Henry Vallee, 69007 Lyon, France.

(HauMeHoBaHue, ajpec)

JOKYMEHT IOJIIMCAH
AJIEKTPOHHOM IOJITUCHIO

3amecTUTesb KOBOJUTEIISA
Py Ceprudurar 4D2A31B276219F4023A19E251474DFD4 H.B. HapXOMeHKO
PocsnpaBnazopa

Bitagesnen Ilapxomenxo Jimurpuii Beenosogonny
Jlevicteurenen ¢ 18.04.2024 no 12.07.2025

S J
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Koa: 3M-103-03-001
MACMOPT KAYECTBA

Ne 40000031581 Bepcus: 8
BnaHk 2

lMeHmaxkcum® (eakyuna ons npogunakmuxku dupmepuu u cmonbuska adcopbupoearHasi,
KoKnwwa ayennonsipHas, nonuoMuenuma UHakmueupoeaHHas u uHgheKkyull, ebi3bieaeMblx
Haemophilus influenzae mun b, koHBIO2UPOEaHHas), Jiuoghunusam Ons npuzomoeneHus cyc-
NeH3uuU Onsa 8HyMpuMbIWeYHO20 eeedeHus 1 do3a, € Komnekme ¢ cycrienzueii dns eHympu-

Mbllwe4Ho20 asedeHus 0,5 mn

MexxayHapoaHoe
HenaTeHToBaHHoe

HaumMeHoBaHue rieka pCcTBEHHOIO

npenapara -
Homep cepun (o6Luumit

Homep cepun

KonuuecTtso ynakosok B cepuu

[aTa npoussopncTea
loaeH oo

PeructpaunoHHoe yaoctosepetme

HaumeHoBsaHwve cy6eranumm
Cepus cyberaHLmm

MponssoguTtens cybeTaHLmMm

UcenbiTanus BbINOSHEHbI NO

BakuuHa ansa npodunaktukm AndTepun, ctonbHsika, KoKoLLa,
nonuoMnennTa n UWHMEeKUMH, Bbi3biBaeMbIX Haemophilus
influenzae Tvin b

——AT9634
BakuyuHa 8ns npogbuniakm :gc@mépi/@f% 0
u cmonbHska adcopGupoganyas; Ko Bg
Kmowa auenmonspHa rg&jzgdzwuenuma

a 0515 npoghunakmuku UHebekyutl,
\eb@l MbIX  Haemophilus  influenzae
n%(nﬁ. HBI02UPOSaHHASN

UHaKkmueuposaHHas X
A1913F [ {1ounidiN) 2| X1B40

2\ G878 103/ &)
04.10.2t}23;,‘-. s/ </ 29.08.2023

N, 311052028/

“\JICP1005421/08
Z

NN

JICP-005121/08-241121 (Mam. Ne 1, Ne 2, Ne 3)

HaumeHoBaHue MeToghbl
nokasarensi UcnbiTaHUA

PesynbraTthl

b
HOpM : UcnbITaHuA

l. BakyuHa 0nsi npochunakmuku Ougmepuu u cmonbHsika adcopbuposarHas, Kokmowa auesnnionspHas,
fionuoMueniuma UHakmusupoear+as (CycrneH3us ors SHympuMbilweyHoz2o egedeHus 0,5 mn (1 dosza), npedsa-

PUMEIbHO 3aM0NHEHHbIE WPpULbI)

Benoeatoro useTa MyTHas | BenosaTtoro ugeTa MyTHas

Onucanue BuayanbHbiii CyCneHaws cycneHans

MoanuHHoCTb

- ANDTEPUNHBIN Metoa ummyHoauddy- | BakumHa npu  B3aumopeit- | BakuwHa npu ssaumoaeicraum

aHaToKcuH aum (EB unu Mo Po) CTBMKM C MOHocneunduye- | ¢ MOHoCneunduyeckoi  aH-

; CKOW aHTUCBIBOPOTKOM B refle TUCLIBOPOTKO B rene gaer nu-

ACTDKHA [laBaTh NNHWIO Npe- [ HUID NpeuunuTaumu, cnusato-
LmnuTauuy, crnusarLLyocs ¢ | LUYICS ¢ NUHUel npeuunuTa-
NHWeN npeunnuTaLuy cTaH- | Luu CTaHaapTHoro ofpasua
AaptHoro ofpasua gudre- ANDTEPUHOro aHaToKCUHa,
PUAHOro aHaToKcuHa,

- CTONBHAYHBIN MeToa ummyHoanddy- | BakuuHa npn  B3aumopeit- | BakunHa npu Bsaumogeiictenm

aHaToOKCUH 3un (EB unu o Po) CTBUU C  MOHocneuuduye- | c MOHOCneUnpu4ecKkoii

CKOM @HTUCBIBOPOTKON B rene aHTUCbIBOPOTKOW B refie faet
AOIDKHA faBaTh [MHWIO Npe- [ NUHWO NpeuunuTauun, cnupa-
LunuTaLum, CnuBaoLLyocs C | IOLLYIOCS C NHKeN npeunnuTa-
NUHWeR npeuunuTaumuu ctax- | uuu CTaHfapTHoro obpasya
AapTHoro obpasua cTonb- | CTONBHAYHOrO aHATOKCHHA.

HAYHOro aHaToKcuHa.

- unameHTosHbIi | MeTog UMMyHOLUtbcDy- | BakuuHa npn  B3aumopeit- BakunHa npu Bzaumogeiictenn
remMarrnioTUHUH 1 3un (EB vnu e Po) CTBUM C MOHOocneunduye- | ¢ MOHocneumdmnyeckumm

KOKMIOLWHbIA
aHaTOKCUH

CKAMW  aHTUCLIBOPOTKAMM B | aHTUCLIBOPOTKAMM B refie faeT
rene [ormkHa Aaeatb NUHUK | IMHWA NpeumnUTaLmum, Crnearo-
MpeunnuTayym, cnusalolm- | LMecs ¢ NuHWEH npeunnuTa-
€CA C NUHNeR NpeLmMnuTaLmm | Uun CTaHaapTHOro obpasua
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HAHOAEK

MACIOPT KAYECTBA

Kog: 3M-M03-03-001

Ne 40000031581 Bepcus: 8
Bnank 2
HaumeHoBaHue ‘MeTtogh! Hopmb! PesynbTaThl
nokazarens UCNbITaHKUA : UCNbITaHMS
CTaHpapTHoro o6pa3ua KO- [ KOKMIoWHoOro aHaToKCuHa

- BUPYChI NnonnMomu-
entaTuna 1,2un 3

MeTton NDA
(ED unmn e Pd)

KrowHoro aHaToKcHHa
(o4Ha nuHus npeuunnuTaLmm)
W C nuHMen npeuunuTalmn
cragapTHoro o6pasia chuna-
MEHTO3BHOTO  remarrnoTn-
HWHa  Bordetella pertussis
(Apyras nuHua npeumnuTa-

- Uurn).

B BakuMHe AomKHbI 0BHapy-
Xusartbcst D-aHTUreHbl BUY-

‘| Pyca nonvomuenurta tuna 1,

2un3

(oaHa nuHus npeuunuTaumm) u
C NUHWEN npeumnuTaymum cTaH-
fapTtHoro ofpasua thunamen-
TO3HOro remMarrnioTUuHHa

\Bordetella pertussis (apyras

NWHUA npeLmnuTauum).

B BakunHe o6HapyxwuBatoTcs
D-aHTureHsl Bupyca nosmomu-
envtaTuna1,2u 3

BakuuHa ,qomKHa ceobogHo |

BakuuHa csoGoaHo npoxoauT

MpoxoaumocTs npoxopuTb  Yepes  urny
e Po vepes urny Ne 0840 (guametp
uepes urny Ne 0840 (guameTp vacTuy He
Gonee 0,8 i) HacTtuy He Gonee 0,8 mm)
CeaumeHTayuoH- BuayanbHbiii
Haa ycTonymeocts | (I'd Po) He meHee 3 MuH. bonee 3 MuH
MoTeHUMoMeTpuyecKkii
pH (E® nnm Id Po) O16,8R07,8 7.8
Wsenekaembii [paBUMeTpPUIEcKmil
Pt s (E® wnu b Pb) He meHee 0,5 mn 0,5 mn
KX Ot 2,0 wmkn/gosa go 3,0
2-theHoKCcHaTaHoN (E® unu o o) MK/0sa 2,6 Mkn/gosa
KomnnekcoHomeTpuye-
AnoMuHum CKOe TUTpOBaHKe 3:/ 8’3'20 mriposa fo 0,45 0,31 mr/nosa
(E® nnu I'd Pob) -
C® B coyeTaHum ¢ kono- : ’ Ol
pumeTpudeckoit peak- | OT 4 mkr/gosa o 15
Popmansaerva Unew, ocHoBaHHbIN Ha | MKr/ao3a 10 mkrfpoza
E® vnu I'e P , .
XPOMOTreHHbIN  KUHETH~
bakrepuanshibie vecknit metop (E® unu MeHee 100 EQ/go3a Menee 100 EQ/po3a
9HAOTOKCUHBI [d Po) N
Metoq - memBpaHHom :
CrepunbHOCTD unbTpayuu ngu;::HoﬁAoana ORIT Ctepunbha
(ED v I'd Pob) | ESPUEH
Cneumduyeckas - BakuuHa — pomxHa  Gbith
BaaTACHDrTL Buonoruyeckuit meTog 6esonackoi BesonacHa
TuTp aHTUTEn K AudbTEpPUil-
HOMY TOKCUHY:
NMMYHOreHHocTb < | Ana 1 UMMyHU3aLMK He
afcopbupeBaKHOro gﬂe;f,fb, OAMHJSPES;PL:%I{ meHee 150 OE/mn 360 OE/mn
AudrepuiiHoro ;M (Ha OCHOB;HMM Ed) ONs 2 UMMYHU3aLWUA He (ana 1 uMMyHn3aLmum)
aHaTokcuHa MeHee 174 OE/mn
4Na 3 UMMYHU3aLmi He
MeHee 186 OF/mn
TuTp aHTUTEN K CTONBHSY-
HOMY TOKCUHY:
ViMMyHoreHHocTb o | 8nA 1 UMMYHW3aLIUN He
afcopbupoeaHHoro gﬂe;_?@l OAMH;;F) :gnfe:l%vj meHee 91 OE/mn 410 OE/mn
CTONBHAYHOro ng (Ha OCHOB;IHIAM Ed) 4ns 2 UMMYRU3aUmi He (Ans 1 uMMyHn3aLmum)
aHaTokcuHa meHee 119 OE/mn

ANs 3 UMMYHU3aLMIA He
MmeHee 134 OE/mn




f‘\‘ 3anuch 3n39
od Koa: 311-1103-03-001
HAHOAEK MNMACIOPT KAYECTBA
' Ne 40000031581 Bepcus: 8
BnaHk 2
HanmeHoBaHue MeTtogbl Hopmb! Pesynbrarthl
nokasartens ~ UCnbITaHKA UCNbITaHUA
Tutp aHTUTEn K KT:
MMmyHoreHHocTh Ang 1 UMMyHU3aLUn He
KOKMKOLLHOMO MeTopn oaHoBpemeHHo! | MeHee 84 OE/mn 340 OE/mn
KOMMOHeHTa: OLEHKM  UMMYHOreHHO- | AN 2 UMMYHW3aLUWUi He 1 HusaLMN)
KOKIMIOLLHbIN CTU (Ha ocHosaHUM E®) | meHee 106 OE/mMn (ans 1 ummy H
aHaToKCUH ANA 3 UMMYHU3aLUA He
meHee 117 OE/mn
Tutp aHTuTen k OrA;
NmmyHoreHHocTb ans 1 MMyHU3aummn He
KOKITHOLLHOTO MeToa onHoBpeMeHHoON | MeHee 136 OE/mn 351 OE/Mn
KOMMOHeHTa: OLEHKUM  UMMYHOTEHHO- | ANA 2 UMMYHW3aUMii He >
dunameHTO3HbLIN CTU (Ha ocHoBaHUW E®) | meHee 157 OE/mn (Ans 1 ammyHrsaumn)
reMarrnoTUHUH ANA 3 UMMYHU3aLni He

MeHee 168 OE/Mn

D-aHtureH Bupyca
nonvomuenuta

MeTton UGA
(E® vnn T'o Po)

Tun 1 = ot 20 E[l/aosa fo
43 E[l/no3a
Tun 2 — ot 5 Efl/no3a pno
9 Ell/pnosa
Tun 3 - ot 17 Ef/nosa fo

36 Ell/nosa

27 E[l/no3a
6 E[/no3a

24 E[l/no3a

Il. Bakyuna dns npoghunakmuku UHGbeKL UL, ebI3bisaeMblx Haemophilus influe
nuocpunusam s NPU2OMOSIIEHUS CYCeH3UU

nzae mun b, KOHbI2UPOBaHHAs
0115 8HYMPUMBIWEYHO20 88edeHus, 1 do3a, hIIaKOHb!)

OnucaHune BuayanbHsbiit Benbiit rOMOreHHbit | Benblit rOMOTreHHbIW
nuocbunnszara (ED) nnodunusar nuocunuaar
Onucaxun .
BOCCTzHOeBneHHOI'O BusyanbHeii BecuseTtHan, npospauHas | BecuseTHas, npospayHas
KOCTb
pacrsopa (Eo) Xugkoct XXNAKOCTb
BpeiA XpoHoMeTpuyecki He Gonee 20 ¢ MeHee 20 ¢
pacTBopeHus
MoanuHHoCTL
- nonucaxapug Metog ummyHoauddy- | BakumHa npu Bsaumopel-
Haemophilus 3un (E® unu Mo Pod) CTBUM C MoOHocneundpuye-
influenzae tun b ‘ CKOW  @HTUCHLIBOPOTKON B
rene AomxHa aasaTh NUHWIO MoaTeepXaeHa
npeuunuTaumnm, cnusatoLLy-
K0CA C NUHWEN npeuunuTa-
Ln cTangapTHoro obpasua
KOHBIOIMPOBAHHOW BaKLMHbI
Haemophilus influenzae
THn b
- CTONBHAYHBINA MeToa ummyHoauddy- | BakuuHa npu ssanmopei-
aHaTOKCWH 3umn (E® vnn I'd Po) CTBUW C MoHOCMeunduye-
CKOW  aHTUCLIBOPOTKON B
rene JomKkHa fasaTh NUHUK
n nuTa cnuea -
psLmnuTaLmy, cnusatolLy MopTteepxneHa

H0CA € NUHKeR npeuunuta-
Lun cTaHfapTtHoro obpasia
KOHBIOIMMPOBaHHOW BaKLNHbI
Haemophilus influenzae Twn
b, conepxalleii cTonBHsY-

HbIA aHaTOKCUH
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HAHOAEK

Kog: 3N-M03-03-001

MACMOPT KAYECTBA
Ne 40000031581 Bepcus: 8
» o Bnauk 2 J ’
HanmeHoBsanue MeTonki Ho' MBI PesynbTarthl
Nokasarens ucneklTaHna _ PMbI, uenbiTanusa
Mpo3pauocTs BuayanbHbilit BoccranosneHHas BakLnHa BoccraHosneHHas BaKuuHa
(Fe Po) AONXHa BbITb Npo3payHoil npospayvHasn
BusyanbHsbiii BoccraHosneHHas sakumHa |, BoccraHosneHHas  BakuuHa
UseTHocTb e b
(Td Po) HomxHa 6biTb GecupeTHoOM BecuseTtHasn
Bugumble mexanu- BusyanbHbiit Sl?nﬂrgr::aﬂ ,qg‘;)liitr qoeT?yﬁf Buaumele MexaHuyeckne
Yeckue skntodeHus | (Md Pod) TR BKNIOYEHURA OoTCYTCTBYIOT
MoTeHUMoMeTprYeCcKuii :
pH (qu MH“M__W Pg))“'e" i OT6,50807,5 7.1
Kpuockonuueckuii
OcmonsinbHocTb (E® nnm ' Pob) He MeHe.e 200 MmOcmonb/kr 4156 mOcmons/kr
KynoHomeTpuyeckoe
TUTPOBaHWE No mMeToay
Bopa K. duwepa (E® wnm Id He 6onee 3,0 % 1,0 %
P®) ,
Co, moauduLmposan-
Hblid MeTog YeHa, ocHo- | OT 0,67 wm™kr/gosa pgo ,
bocchop BaHHbI Ha E®, unu b | 1,01 MKr/posa 0,82 mkripoza
P®
MNonspumeTpudeckuii Or 319 wmraosa pgo
Caxaposa (ED unm I'd Po) 53,1 mr/nosa 42,2 mriposa
Monwucaxapuy
Haemophilus PacueTHblit meTog OT182 n:;(rr{}q%asa;,qo 10 mKr/nosa
influenzae Tun b 1< MKra
, o BOXX B coyeranmu ¢
S:}?Egﬁxzb'ﬁ ynbTpaueHTpudyrupo- Menee 13,5 % 58 %
PUA BaHveM (E® unu ' Po)

BakrepuarnbHele

XPOMOFEHHbBIN  KUHETH-
ueckuit Tect (Metog D),

He Gonee 50 ES/po03a

Meree 50 EQ/nosa

SHAOTOKCUHBI (E® unu I'd> Po)
MeTog Mem6paHHo i
BakumHa  pormxHa BT
CrepunbHocTs punbTpauyun (Ed  unu CTePUnbHOI CrepunbHa

o Po)

. BocematosneHHas eakyuHa ons np
ayennonspHas, nonuomuenuma uHa
mun b, KonbroauposaxHan (cycrneHsus ons SHYMPUMbILIGYHO

KmuslposaHHasi U UH

opunakmuku dugpmepuu u cmonbHsika a0copbuposaHHas, Kokmowa
hbekyull, ebiabieaembix Haemophilus influenzae
20 s8eedeHus, 0,6 M, 1 dosa)

Onucaxne

BuayanbHblii

Cycnexsus
usera,

Benosaroro
npu  oTcTauBaHum
pasgensiwouwasics Ha 6ec-
UBETHYIO XWAKOCTb G 0Bpa-
3oBaHuem 6Genoro ocapka,
KOTOpbI nerko pecycnexan-
| PYETCA BCTpsaxuBaHuem

CycneHsusi 6enosatoro usera,
Npu oTcTameBaHuM pasnensio-
Wwancs Ha 6GecuBeTHY xua-
KocTb ¢ obpasoBaHuem Genoro

,0cafika, KoTOpbIit nerko pecyc-

NEHAMPYETCA BCTPAXUBaHUEM

MpospadHocTs

BusyanbHsbii
(M Pe)

HapocanouHas

HEeHWe ¢ aTanoHom |

XKNOKOCTb
AOIKHa BblAEPXMBATL CpaB-

Ha,qoca,qouHaﬂ XWOKOCTb BbI-
AepXuBaeT cpaBHeHWe C 3Ta-

NnoHoMm |




s, 3anuch 5us 9
4 Koa: 3M1-103-03-001
HAHOAEK NACMOPT KAYECTBA
Ne 40000031581 Bepcus: 8
Bnauk 2
HanmeHoBaHue MeTonbi HobMbI PesynbTraThl
nokasarens UcnbiTaHus p UCTbITaHUsA

BUsyanbHbI HapocagouHas  xupkocTs HapocapodHas »uakoctb Bbl-

LiBeTHOCTb (T Po) AOIKHA BbIAEPXKMBATL CPaB- | AEPKMBACT CpaBHEHWE C 3Ta-
HeHWe C aTanoHom Bg J1oHOM By

MepBuU4Has ynakoBka lNepBuYHasg ynakoBka

Mo oAHoit pose nuodunusata o tbnakoHe 13 crekna | Mo ogHoik hose nuodmnusara

1" Tuna (¢.CLUA) BMecTUMOCTbIO 3 MI1, KOTOPbIN YKYNo- | BO ¢hnakoHe us cTekna 1 Tuna

PUBaIOT pe3anHOBOW NpobKONA, M3roTOBNEHHON U3 Xnop- | (®.CLUA) BmecTumocTbio 3 MA,

GyTunosoro snactomepa, M 3akaTblBaoT anioM1UHne- | KOTOpbIA YKYNopeH pesvuHOBON

BbIM KONNA4YKOM, NOKPLITLIM CHAPYXW NAKOM U CHaBKEH- NpoBKoW, W3roTOBREHHONW U3

HbIM OTPBIBHOW NONMNPONUNEHOBON KPbILLEYKOW THna XnopByTunosoro anacromepa

«flip-offy, W 3akaTaH antoMUHUEeBbIM Kon-

Mo 0,5 mn (1 posa) cycneHann B wnpuue (c sakpennes- | navkom, MOKPBITEIM  CHapYWu

HO# urnott unu 6es) (Ed) BMECTUMOCTbIO 1 M 13 CTeKna | NakoM U CHabXeHHbIM OTpbIB-

1 Tuna (¢. CLUA) ¢ nopluHem Xnop6yTunossIM wnwu | Holt NoNUNPONUNEHOBONR Kpbi-

BpomMByTUnosLIM, Leyvkoit Tuna «flip-offx.

Vharosia Mo 1 chnakoHy u no 1 WNpuUy B 3aKpbITyio s4elikoByio | Mo 0,5 mn (1 posa) CycneHsum
ynakosky (M3T/NBX). Ecnu wnpuy He umeet 3akpen- | B LWnpuue (¢ 3sakpenneHHo ur-

NeHHO UrMbl, TO B YNAKOBKY BKNaAblBaloT 2 oTAelbHble | noit) (E®) BMecTUMocTbio 1 Mn

CTEPUNbHbLIE UMb us crekna 1 tuna ($. CLLUA) ¢

BTopuyHas ynakoBka nopLUHeM XnopbyTUNoBbLIM UnK

Mo 1 AYeltkoBoW ynakoeke B WHANBUAYaNbHYIO KAPTOH- | GPOMBYTUNOBLIM.

HYI0 Nayky ¢ UHCTPYKLUWER NO NpUMeEHeHUI0 Mo 1 donakory 1 no 1 wnpudy B
3aKpbITYto  A4elikoBylo  yna-
koBky (M3T/MBX).

BropuyHas ynakoBka

INo 1 Aa4elikoBOM ynakoske B UH-
AnsunayanbHoi KapToHHON
navke C UHCTpyKUMWel no npu-
MEHEH U0,

Ha sTukeTke wnpuua ¢ cycnenaueil yKasLiBaoT: Ha aTukeTke wnpuua ¢ cyc-

- obuwenpuHsToe HanMeHoBaHue KOMMOHEHTa; NneH3newn ykasaHbl:

- «ans MEHTAKCUM®»: - ofulenpuHsToe HauMeHosa-

— AO3NPOBKY, OOBLEM, - KOMMYECTBO f03 B OAHOM [ HWE KOMNOHeHTa;

Wnprue (B pepakumn: «1 wnpuy — 0,5 Mn — 1 posan); |- «ans NMEHTAKCAM®s:

— crnocot NPUMEHEHUSR; - RO3npoBKa, O6beM, Konmnye-

~ NPEAYNPEANTENbHYI0 HAANUCL «CM. MHCTpyKumio.»; | CTBO 403 B OJHOM Wnpuue (8

~ J1oroTUn KOMNaHUN NpousBOAMTENS rOTOBOW nekap- | PEAAKLMN: «1 wnputl — 0,5 mn

CTBEHHOI hopmbl «CaHodu MacTep» B BUge Hagnuey |~ 1 AO3a»);

nariHckumn Gyksamu (B peakumu: «Sanofi Pasteury); |~ CN0CO6 NpuMeHeHus;

= AaTY MPOM3BOACTBA (B peAakuum: «Mponss.:»); - peaynpeanTensHas .

— HOMEp cepumn pacdacosaHHOW cycneHaun (B pepak- HAAMUCE «CM. MHCTPYKUMIO.»;

Lan: «Cepust:s). - JIOroTMn KomnaHuM npouseo-

Mapkuposka AUTeNsi roToBol neKapcTBeH-

—-AaTy OKOH4aHuA cpoka roaHocTu! (8 pepakuyuu: «o-
AeH A0:»).

HononHutensHo MoryT GbiTh HaHeceHb TeXHUYeckue
MNPOUSBOACTBEHHbIE/TUNOrpadickue BHYTPEHHME Ko4bl:
rpachudeckue, YucneHHsle, GyKBeHHble.

Ha aTuketke dhnakoua ¢ NUOMUITU3ATOM YKazbl-
BaloT!

~ obulenpuHsToe HavmeHoBaHue KOMMOHEHTA;

— «ansi MEHTAKCUM®»:

— AO3MPOBKY, KOMMYECTBO A03 B OAHOM chnakoHe
(B pepakumu: «1 dnakoH — 1 [03a»);

— CNnocob npumeHerus:;

— NPEAYNPeANTeNnbHYI0 HaANMCh «CM. UHCTPYKLIMKD. »:

HOW chopmbl  «CaHobu [Ma-
CTep» B BUAE HaaNWUcU naTmH-
CKumu Byksamn (B pegakumu:
«Sanofi Pasteur);

- Aata npoussofcTea (B pe-
Aakuuu: «lpounse.:»);

- HoMep cepuu pactacosaH-
HOl cycneHaun (s pepakuuu:
«Cepuna:»);

- AlaTa OKOHYaHus cpoka rop-
HOCTU cycneHsun (B peaakuuu;
«oger fo:»).
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= NOroTin KoMnaHuy npoussoauTens roTosoi nekap- | [JononHuTensHo HaHeceHs! Tex-
CTBEHHOI ¢hopmbl «CaHogu Macrep» B BUAE Hagnue | HUdeckue MPOU3BOLACTBEH-

naTHekumu Byksamu (B pepakuymm: «Sanofi Pasteury)
= Aary npouasofcTea (B penakLmu: <<F1pomas..:>>);

— HOMep-.Cepum pactacoBaHHoro nuodunnsaTa (B pe-
Aakumnn: «Cepus:s);

~ AATy OKOHYaHus cpoka rogHocTu? (B peaakumu: «o-
OEH [0:»), ,

HononHutensHo MoryT 6biTb HaHeceHb TexHUYeckue
NPOU3BOACTBEHHbIE/TUNOrPachckne BHYTPeHHUE Kogbl:
rpacuyeckue, YucneHHole, OyKseHHble,

Ha nauke KapTOHHOM YKa3bIBaloT:

~ TOProBoe HauMeHoBaHWe NeKapcTBEHHOro npena-
para (c npegynpeanTenbHol Mapkuposkoii ®); *

— COKpalleHHOe Toprosoe HaumMeHoBaHue (B peaakuuu:
«MEHTAKCUM®y); .

= TPYyNNUPOBOYHOE HaUMEHOBaHWe;

— HalMeHoBaHWe neKapcTBEeHHON hopMbl, BKMIOYALD-
Lee cnocob npuMeHeHus:;

— KONWU4ecTBO [103 B.Navke KapToOHHOI; :

— KONU4ecTBO hnakoHOB U LUNPULIEB. B Nayke KapToH-
HOJ (Ans navek, copepxalumx 1 dhiakoH 1 1 Lwnpuy ¢
3aKpennieHHo Wrnoi, B pegakumu; «1 nakor + 1
LApUL © 3aKpenneHHol urnoi»; Ans navek, conepxa-
Wnx 1 dnakod n 1 wnpuy 6es urmbl B KoMAneKTe ¢
ABYMA OTAENbHLIMY Urnamu, B pefakumu: «1 thnakoH +
1 Wwnpuy + 2 otaenbHble Urnbly);

— JnioroTun komnanun «Canodu Mactep» B Bupe rpachu-
HECKOro anemeHnTa U HagnNUCK NaTUHCKUMU Byksamu (B
penakuun: «SANOFI PASTEUR»); _ P

— €OCTaB 1 [O8bl CycneHsn 1 1 foabl nuothunusara ¢
yKasaHuem HaumeHoBaHuii U KONUYecTs AelcTayloux
BELLECTB U NepeyHs BCNOMOraTenbHbIX BeLLEeCTs;

— YCNnoBusa XpaHeHus;

= npeaynpeauTensHble Hagnuen: «Ans aereity, «Xpa-
HWTb B HEJOCTYNHOM ANs feTelt Mecre.», «[Mepea npu-
MEHEH1EM BHUMATE/IbHO 03HaKOMUTLCS C UHCTPYKLMEI
no MeANLMHCKOMY NpUMEHEHWI0.», «OCTaTkn Heuc-
NONb3OBAHHOW BaKUWMHbI UMK MeauUMHCKKE OTXOLbI
AOMKHbI BbITh YHUYTOWEHBI (yTUnmMauposaHel) B coot-
BETCTBUM C HauMoHanbHbiMu TpeBosanuamu.», «Cre-
PUNBHO. »;

~ YCINOBWS! OTNYyCKa;

— HaUMEeHoBaHWe 1 CTpaHy NPoN3BOANTENS, ABMASIOLE-
rocs U IOpUAUYECKNM NULIOM, Ha UMSI KOTOPOro BbIgAHO
perucrpaluoHHoe yfnocTtosepeHue (B peaakuum:
«CaHodu Macrep C.A., PpaHumay);

— HOMEp PerncTpaLmMoHHOro yAoCTOBEpEHNs (B peaak-
unm: ‘«PeructpauuorHoe yfAocToBepeHue:
JICP-005121/08»);

~ WITPKUX-KoQ;

— Aary npoussoAcTBa Komrnekra® (B pesakumu: «[po-
U3B.:»); . '

— HOMEp cepun ynakoBaHHOW CycneHaum (B pegakumu:
«Cepusi cycn.:»);

0
+

Hble/TUnorpadckue BHYTPEHHYE
Koabl: rpadudeckue, uucneH-
Hble, BYKBEHHBIE,

Ha sTukerke dhnakona ¢ nuo-
dunmnsarom ykasaubi:

- obllenpuHaToe HauMeHoBa-
HWe KOMNOHeHTa;

- «Ana NEHTAKCUM®y:

- AO3MPOBKa, KONNYECTBO J03 B
OAHOM cbnakoHe (B pegakuuu:
«1 hnakoH — 1 fosan);

- Cnoco6 npuMeHeHNns;

- npeaynpeauTensHas
Haanucb «CM. MHCTPYKUMIO. »;

= NOTOTUN KOMMaHW! Npou3sso-
AWTENs roToBoi nekapcTeeH-
Hoit popMbl «CaHodu MacTep
B BUAE Hagnucu natuHCKUMM
Oyksamu (B pepakumm: «Sanofi
Pasteur»);

- Aata npoussoAacTea (B peaak-
Luu: «lMpounae.:»);

- HOMep cepun pacchacosaH-
HOro nuocdmnusata (B pegak-
Unn: «Cepusi;»);

- AaTa OKOHYaHus Ccpoka rog-
HOCTM nnochunmsara (B pegak-
unn: «FoseH go:»).
HononHuTtenbHo HaHeceHbl
TEXHUYECKME NPOU3BOACTBEH-
Hble/Tunorpadckne  BHYTPeH-
HWe KoAbl: rpaduyeckue, yuc-
neHHble, BykseHHble,

‘Ha nauke KapTOHHOW
YKasaHbi:

- TOProBoe HavMeHoBaHue ne-
kapcTeeHHoro npenapata (c

npeaynpeanTenbHon  Mapku-
poBkoi ®);*

- COKpallleHHoe Toprosoe
.HaumeHoBaHwe (B peaakuuu:
"«FIEHTAKCMM®»);

- rpynnupoBoYyHoe HanmeHoBa-
Hue; ‘

- HauMeHoBaHWe nekapcTeeH-
HOW  dhopmbl,  BKnKOYawLyee
cnocob npumeHeHus;

= KONTM4eCcTBO A03 B Navke kap-
“TOHHOW;

- Konuyectso  ¢hnakoHoB  u
wnpuueB B nadvke KapToOHHOM
(Ans  nauek, copepxatymx 1
nakoH u 1 wnpuy ¢ sakpen-

NeHHoW urnoW, B peaakuuu;

-
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— HOMEp Cepum ynakosaHHoOro nuodunusara (s penak-
umm: «Cepus nuod.:»);

— HOMep cepun Komnnekra
komnn.:) :

— AaTy OKOHYaHWsi Cpoka rofHOCTU KomnnekTad (B pe-
Aakuuu: «l'ofeH [o:»).

Ha nauky, COAePXaLLyto hnakoH u wnpuy ¢ 3aKpenneH-
HOW UrNoM, JononHUTeNbHO HaHocuTes Temaruueckui
PUCYHOK (KOHTYPHOE W30BpaxeHue wnpuua c 3akpen-
NEeHHON urnowt u tnakoHa). Ha navky, cogepxalyyto
thnakoH u wnpuy ¢ ABYMA OTAENbHLIMY Urnamu, 4onos-
HUTEMbHO HaHoCUTCS TeMaTh4eckunii pucyHok (KoHTYp-
Hoe usoBbpaxeHue LWnpuua, ABYX Urn u chnakoHa).
HononHutensHo MOTYT GbiTb HaHECEHbl TexHUJEecKie
NPOVU3BOACTBEHHbIE/TUNOrpad ke BHYTpPEHHWe Kopp!:
rpacgpuyeckue, HUCneHHble, 6yKBeHHble, HononHu-
TENbHO Navka KapTOHHas OcHalleHa KOHTponem nep-
BOTO BCKPbITUS,

HononHutensHo MoxeT Bbith HaHeceHa uHdopmayus
AN MOHUTOPUHra ABUXKeHUS nekapcTeeHHbIX npenapa-
TOB OT NMPOU3BOAUTENS [0 KOHEYHOro norpeburtens.
HononnutensHo moxer 6bits npeaycMmoTpeHa salyur-
Hasi Hakneiika Ha ofiHOW CTOpOHe nayku KapTOHHON.

(B pemakyuu: «Cepus

[pu_npoussoactee (nepsuyras YNaKkoBka) n ynakoske
BTOPUYHAR yNaKkoBKa) U BbiNyckatoLem KOHTpOne Kave-
CTBa npednpustuem 000 «HaHonek», Poccus, Ha
Nayke KapTOHHOW fononHUTENbHO YKasbiBaloT:

Homep cepun komnnekra B pepakyuun: «Cepusi:y
«KOMNN.>», HOMEp cepuu cycrneHsuu s pedakuuu: «Ce-
PUsii» «cycn.:», Homep cepuu nuodunusara B pegakunu
«Cepua:» «nnod.:», HaumeHoBaHue Aepxartens pery-
CTPaLMOHHOrO yaocToBepeHus B peaakuum: «[epxa-
TeNb PerucTpaunuoHHoro yAocToeepeHus: CaHodn Ma-
crep C.A., OpaHumsy, HanMeHoBaHue, cTpaHy 1 agpec
npoussoauTens B peaakuwu: «[Mpoussoaurens (nep-
BUYHas ynakoska), ynakosLymk (BTOPUYHas ynakoska) u
BbINyCKalWmMiA KoHTponb kayectea: OO0 «HaHonek»,
Poccus, Kupoeckas o6n., OpuveBcknii MYHULMNanbHbIA
paioH, IléBuHckoe ropofckoe nocenexue, Buomenu-
UMHCKUIA komnneke HAHOMNEK TEPPUTOPUSA», NOroTUN
fpoussoauTens B BUae rpacbuyeckoro aNeMeHTa 1
Haanuen « HAHOJEKy.

[pumeyanue:

" Nlata okoHyaHus cpoka FOAHOCTU KOMNMeKTa unu fata
OKOHYaHUA CpOKa rofIHOCTU CycneHsuu,

? [lata okoHyYaHNs cpoka FOAHOCTW KOMNneKTa unu pata
OKOHYaHUs cpoka rogHoCTH Nuounusara.

3 [ata npounsBoAcTBa KomnnekTa (nuodunusara ans

MPUroToBNeHMs cycneHsuu ans BHYTPUMbILLEYHOTO
BBELEHUs B KOMNnekTe ¢ cycneHsuelt ans BHYTPUMbI-
LU€4HOro BBEAEHWS) onpesenseTcs no aare npoussos-
CTBa TOrO KOMMOHEHTa, KOTOPbIA Gbin npousseaeH
paHblue,

«1 cnakoH + 1 wnpuy ¢ 3a-
KPENNEeHHON urnoii»);

- floroTun komnanun «Carocbu
Mactep» B BUAE rpacuyeckoro
SNeMeHTa W Haanucw naTue-
CKuMU Byksamu (B penakLuu:
«SANOFI PASTEUR»);

- COCTaB 1 [03bl CycneHsun u
1 Aosbl nuodbunusara ¢ YKasa-
HUeM HaumeRoBaHuii U konu-
HeCTB AeWCTBYIOWNX BelyecTs
M nepevHs BCNOMOraTesibHbIX
BelLeCTR;

- YCNoBUA XpaHeHus:;

- npegynpeauTensHsle
Hagnuen: «[ns geteity, «Xpa-
HUTL B HeOCTynHOM ans de-
Tel mecte.», «Mepeg npume-
HEeH1eM BHUMATENbHO 03Hako-
MWUTBCS C UHCTpYKUWel no me-
ANLMHCKOMY  npuMeHeHuo. »,
«OcTatkn  Heucnonb3oBaHHoI
BaKUMHbI  Unn  MeauuuHCKue
OTXOAbI [OMKHBI BbITb YHUYTO-
KEHbI (minmamposaHbl) B CO-
OTBETCTBUN C HALMOHAMbHbIMY

TpeGosaHuaMM. », «Cre-
PUNEBHO. »;

- ycnoBus otnycka:

—Homep perucrpayuoHHoro

yAocToBepenusa (B pepakuuu:
«PerucTpaumonHoe yAocTose-
peHue: ﬂCP-OO5121/08»);

- LUTPUX-Kof;

- Aata npousesoAcTBa  KOM-
nnekta (B pegakyum: «[po-
13B.:»);

- HOMEp cepuu komnekTa B pe-
Aakuun: «Cepust:» «komnn.:y

- HOMEp cepum cycneHsun s pe-
Aakunu: «Cepus:» «cyen.:»-

- HOMep cepun nuocdunuszara s
penakuumn «Cepus:» «nunod.:»

— Aata OKOHYaHusa cpoka rop-
HOCTW KoMNnekTa (B pegakuum:
«FoneH po:»).

Ha nauky, cofepxallyto cna-
KOH W Wnpuy ¢ 3akpenneHHoi
WrNOW, LONOMHUTENbHO HaHe-
CeH TemaTtudecknin  pucyHok
(KOHTYpHOE n3obpaxeHue
Lnpurua ¢ sakpenneHHolt urnoii
W dhnakoHa).

HononnutensHo HaHeceHb|
TEXHUYECKUEe MPOM3BOACTBEH-
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nokasarens uUcnbiTaHuA uenbiTaHus
4 NaTa okoHYaHus CPOKa roAHOCTM KomnnekTa (M1odu- Hble/Tunorpadckue BHYTPEH-

nusara gna npuroTosneHuns CyCneHsnn ans BHYTpUMBbI-
LeYHOro BBeAeHWs B KoMnnekTe ¢ cycneHavei ans
BHYTPUMBILLIEYHOTO BBEAGHWS) ONpeaenseTcs no-aare
OKOHYaHWs cpoka rofHoCTu Toro KOMMNOHeHTa, Y KoTo-
POro OHa HacTynaeT paHblue 1 ykasblBaeTes Ha navke
KBPTOHHOW W Ha 3TUKeTKe KaXaoro s KOMNOHEHTOB
*TOProBoe HauMeHoBaHNe NnekapcTeeHHoro npenapara
COCTOUT U3 KpaTKoro 3aperncTpupoBaHHOro Toproeoro
HaumeHosaus  («MEHTAKCHUM®y), MPUCBOEHHOro
paspaboTumkom, n obLienpuHsToro HanmeHoBaHus, us-
TIOKEHHOro B ckobkax nocre kpaTkoro TOProBoro
HauMEeHOBaHMA («BakKUMHa Ans npochunakTvky anchre-
P n cTonbHsika aacopbuposaHHasi, Koknowa auen-
JIONSPHAs, NONMOMUENUTa MHAKTUBMPOBAHHAS W WH-
ek, BbIabiBaeMbIX Haemophilus influenzae Tun b,
KoHblOrMpoBaHHasy). -

HWe Kogb!. rpaqamqecme, Yme-
NeHHble, ByKBeHHbIE,

HononHntensHo navka KapToH-
Haa  ocHalleHa KOHTponem

.EPBOro BCKPLITUS,
‘HonornHuTensHo HaHeceHa uH-

thopmauust ans MOHUTOPUHra
LBUXEHUS J1leKapCTBEHHbIX
npenapatos oT npousBoAM-
Tensi A0 KOHe4Horo noTpebu-
Tens.

Ha nayke kapToHHoM! nononHu-

-T€NbHO yKa3aHbl: HaumeHoBa-

Hhe fepxarens perucTpaynoH-
HOro yaocToBepeHus B penak-
Uun: «fepxarens peructpauu-
OHHOro YAOCTOBEpEeHUs:
CaHocu Mactep C.A,, PpaH-
L1sA», HaumeHosaHue, cTpaHa

M aApec npoussoauTens B pe-
‘Aakunu;

«lpoussoguTens
(nepBuyHan ynakoska), yna-
KOBLUMK (BTOpUYHas yriakoska)
W BbINYCKaOLWMIA KOHTPOmb Ka-
dectea; OO0  «HaHoneky,
Pocens,  Kuposckas o6n.,
OpuueBckuit - MyHULUMNANbHbI

.palioH, NésuHckoe ropogckoe

nocenexue, buomeauLMHcKUN
komnnekc HAHOJEK teppuTo-
PUs, NOroTUN npoussoAuUTENs B
BUAe rpachuyeckoro snemenTa
“ Hagnuew «HAHOIEKy.

¥ TOprosoe HaMMeHoBaHue ne-
KapcTeeHHOro npenapara co-

'CTOUT U3 KPATKOrO 3aperncTpu-

POBaHHOrO TOProBOro Hawme-
HOBaHUs  («MEHTAKCUM®y),
NPUCBOEHHOro paspadoTyu-
KoM, u oBLenpuHsaToro Haume-
HOBaHUS, UBNOXEHHOIO B CKOG-
Kax nocne KpaTkoro Toprosoro

HanMeHoBaHua («BakumHa nna
‘NpodhunakTuku anrepun  u

cTon6Haka apcopBuposarHas,
KOKMowa auenntonapHas, no-
nuomuenuta WHaKTUBMPOBAH-
Has U MHMDEKUMIA, Bbi3bIBAEMbIX
Haemophilus influenzae tvn b,

KOHbIOrMpPOBaHHAs»).
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Iﬁ: HenopTHpORa- Mpu Temnepatype ot 2 1o 8° C. He 3aMopaxuBark
XpaHeHue XpaHuTb Npn Temnepatype ot 2 no 8 °C 5 3alllulieHHOM OT cBeTa mecTe.

He samopaxusars
JInopunusara - 3 roaa,
CycneHann - 3 rona.
Hata okoHuanns cpoka FOAHOCTU kOMMNeKTa (NMMotunusara AN NPUTOTOBNEHWS cycneH-

Cpok rogHocTu

KOTOPOro oHa HacTynaeT paHbLue.
[ara okoHvaHus CPOKa rOAHOCTI KOMNNEKTa yKasbIBAETCS Ha nayke KapTOHHOM U Ha aTy-
KETKE KaXpAoro 3 KOMNOHEHTOR, NGO ToMbKo Ha navke KapTOHHOM

Hatoii okoHyanus cpoka TOAHOCTW ABNSETCA NocneaHUil AeHb MecAla, yKasaHHOro Ha
ynakoske.

MNpumeyvanus: Z

3AKNKOYEHUE:

MpenapaTt MenTakcum® (Bakumna AnA npocdunakTukm AudTepun u cronbHsika agcopbupo-
BaHHasi, KoKnowa auennwonsipHas, nonMoMuenuTa WHaKTUBUPOBaHHas U uHek-
U1K, Bbi3bIBaeMbIX Haemophilus influenzae Tun b, KOHBlOrMpoBaHHas), nuodm-
Nusart - ana  npurotoBneHus CYCNeH3uu Aans BHYTPUMbIWeEYHOro BBeAeHus
1 no3a, B Komnnekre ¢ cycneHsunen ans BHYTPUMbIWEYHOrO BBEAEHUS 0,5 mn
A A A IR B A v g HaumeHosanue npenapara

A19634 LUUIBETCTRYET NCP-005121/08-241121

(A19313/ X1B40) TpeBoBaHmsM (NIsm. Ne 1, Ne 2, Ne 3)
cepus CoorsetcTayet / He cooTsetcrayer ) Homep HopmaTueHoro gokymenTa
HavanbHuk OKK KopskoBLesa 174 572 B, LAY
Domxrocts ono i amc&, Aata
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