PASPEIIEHUE
Ha BBOJI B 'paykaHCKuid 000poT B Poccuiickoit Ddenepartun cepun Wi napTu IPOU3BENICHHOIO

B Poccuiickoit deniepanun umm BBO3UMOro B Poccuiickyro Denepaiio IMMYHOOHOIOTHYECKOT0
JICKapCTBEHHOIO IIpenapaTa

Ne P006-00110-77/02776365 ot 29.07.2025

Brigano O61IeCTBY ¢ OrpaHMYEHHOI OTBETCTBEHHOCTBIO "Hanonek", Poccus, 123112, r. Mockaa,
BH.TCP.I. MyHUIMNATbHBIH OKpyr Ilpecmenckuit, yn. Tecrosckas, a. 10, momemr. 1/16,
MHH: 7701917006.

(HaMMeHOBaHKE IOPHIMYECKOrO JINNA, KOPUAMUECKHIT afpec, WHH)
Denepanbuasi cayx0a M0 HAA30pY B cepe 3IPABOOXPAHEHMS HA OCHOBAHMH 3AKJII0YEHHsI
HcnprrarensHoi naboparopun MoCKOBCKOIH 71a60paTOpUU KOHTPOJISI Ka4uecTBa JIEKApPCTBEHHBIX
cpencts PI'BY "MMIIDYAOCMIT" PocsapaBHanzopa

(HanMeHoBaHue (eaepaTbHOrO roCyJapCTBEHHOTO GIOIMKETHOTO YUpEXIACHU)
or _12.07.2025 Ne 213/IK-11/25 paspemaeT BBoJ B rpakIaHcKuii obopor
(mara) (HOMED)
B Poccuiickoii @egepanun uMMYHOOMOI0THYECKOTO JIEKAPCTBEHHOI0 Ipenapara
IMenrakcum®

(ToproBoe HaMMEHOBAHHE)

Bakuuna st npodunaxTaky gudrepun u cronbuska aacopbupoBaHHas, KOKIIONIA
ALCIUIFONSPHAS, IONMOMHENNTA MHAKTUBUPOBaHHas W MH(EKIMH, BbI3biBaemol Haemophilus
influenzae Tun b, KOHBIOrUPOBaHHAS
(MeXIyHapO/IHOE HETIATEHTOBAHHOE HANMEHOBAHYE (IPYIITHPOBOYHOE MM XHUMHYECKOE)
NHOQUIN3AT JUIs TPUTOTOBICHHS CYCIICH3UH JIIsl BHYTPHMBILICYHOTO BBEICHUS
(1 mo3za) - pmaxons! (1 mIT.) - HAYKU KAPTOHHBIE /B KOMILIEKTE C CyCIIEH3HCH
U1 BHYTPUMBIIICYHOrO BBeAeHus (mmpwuiy) 0.5 mii-1 mr., urma-1mrr./

(opma BeITycKa (C yKazaHHEM JIeKapcTBEHHOH GOPME, AO3UPOBKH, (ACOBKH) M KOIHIECTBO B yIAKOBKE)

cepun  A20327 (cycr.:A20152/ o Y1A36) | Zizel"l‘a;‘frpn‘;“ 70891

(eoniep cepur) (xonmnyecTBO
YIIaKOBOK)
roges no 31.01.2027 ,
(cpox rogHOCTH)

npoussoiacTea Canodu Ilacrep C.A., ®pannus, 1541, avenue Marcel Merieux, 69280, Marcy
I'Etoile, France (mpomsBomutesns rotosoit JID (cycrnensus, JMO(UIN3AaT), IEPBUYHASL YIIAKOBKA
(mnounmsar)); ObIecTBa ¢ OrpaHMYEeHHON OTBETCTBEHHOCTHIO "Hanomek" (OO0 "Hanonex"),
Poccusi, Kuposckas oGnacts, OpuueBCKUH MyHHLUNAIBHBINH paiioH, JIé "@E;:I“gij;egropoz[cxoe
noceyienne, buomeaunuuckuii kommmeke HAHOJIEK TeppHTopHﬂ/‘j BIYHAS YHaKoBKa
(CycreH3us), BTOPUYHAS yNAKOBKa, BBIILYCKAIONIMH KOHTPOIIb K&‘IGCTB&}/\T '

¢ Q‘
11?;

Perncrpaunonnoe ynocrosepenue Ne JIIT-Ne(003155)-(PI-RU) ot 08‘09\20”23
Jlep:xkarenb perncrpannonnoro ynocrosepenusi Canodu Ilacrep C)
Henry Vallee, 69007 Lyon, France.

(HauMeHOBaHHE U afpec NPOU3BOAUTENS (C yKA3aHUEM CTaauii pré)ﬁél%OﬁIgl}Ba)‘ 0
Y A { & &4/ 5 i

(HauMeHoBaHue, ajpec)

3aMeCTUTENh PYKOBOJUTES
Pocsapasnanzopa

JIOKYMEHT TTOAITHMCAH
DJIIEKTPOHHOU ITOAITHUCHIO

s J1.B. Ilapxomenko
Ceprudurar 42DIB24ADS2BBD113BD1263FE2CCBCRY
Buajiesten Iapxosenko Jizurrpuii Beenoaogosna
Jleiiersurenen ¢ 07.04.2025 1o 01.07.2026







4 éanmc;: 1139
Koa: 31-103-03-001
HAHOAEK NACITOPT KAYECTBA .
- ~ Ne 40000034143 Bepcws: 8
o Bnask 2

Menmaxcum®, nuoghunuzam ons

MesxayHapogHoe .
HenareHTosaHHoe

HalMEHOBAHWE NeKapeTBaHHOrO
npenapara
Homep cepuu (oBuwimit)

]

Homep cepuu

¥

Konuiectao ynakosok B cepumn
Hara npouasopcrea

i"c.qu Ao ‘ . Bod e s -
PerncrpaumoHHoe yaocroseperve
Haumerosanue cyBcradymm
Cepus cyBeranumm ™
MponasoauTens cyGeTanLmm
UcnbitaHus BoinonHeHs! no

v &

Npu2omosneHun cycrneH3uu 0N eHympuMbILIEYHO20 8gede-
Hus, 1 doza, 8 komnnexme ¢ cycnernsued dns 8HympuMbiweyHo20 esedenus 0,5 mn

_..BaguvHa ana npocdunakTuku Andrepun 1 cTonBHAka agcopbu-
POBaHHARA, KOKNIOWA aUennionspHas, nonuoMUENUTa WHAKTH-

-BUpOBaHHAA U uHdekumuK,

BbissiBaeMO  Haemophilus

influenzae Tun b, KoHBIOIMPOBaHHAR

A20327

Bawyuna Gnm npodunasmusy duchmepui
4 cmonbrara  adcopluposannas, Ko-
KMIOUIE BUSIIMGNADHAR, HONUOMUSALMS

Baxuuina OnR NpohUnaKMuKY UHEERIY,
etismaamoll  Hasmophilus  Influsnzae

- UMK YPOS BRHAS U b, ROHBOZUpOSaHHAR
A20162 Y1A36
A ' 71245
27.06.2024 L. 22.02.2024
- 31.01.2027
NIN-Na{003155)-(Pr-RU)
Z
T 7 -
£

NN-Ne(003155)-(PI-RU)-080923= -

AN

HaumeHoBaHue ‘Merons!
nokasarens HCNbLITaHUA

Hopmbi

P ?fnbmm Z\,
NENBITAHUA .\ -

NUOMUBIIUMa UHBKMUEUPOBAHHAA (CycneH3us onm ax

I. Bakyuwa dna npoghunakmuu duhmepuu u cmonbHaka adcopBUposanHan, xomg 8 ?qé;?w_ qowdR, D
ympumMbilieyHozo esederus 0, &ﬁg
\ %

MeNLHO 3aMONHEHHBIE WNTPULL)

S N

1 Gosh), npedgagis:

benosaroro useta mytHas

Hasl

: Benosatoro: pgefa . my
Ciriidie i desminnt CyCneHsusa | eyenenaus -}\’%x
MonnuHKocTy o _ o
= AndTepuiHBIA MeTon wamyHoguddy- | Bakyuna npw  BaadMoped- | BakuyuHa npu BiammopeiicTenm
aHaTokcHH v, Ed, PEASC CTBUKM  C  MOHOCNeuuduue- | € MOHOCREUMDUIECKOR  aH-
T T T oo aHTMCHIBOPOTKOM B rene TUCHIEQPOTKOW B rene faet nu-
AOIYHA [aBaTh NUHUIO NPE- | HUIKG NPEUMMUTALWM, CuBalo-
UHNUTaLMY, CIMBAIOWYIOCA © | LYKICA © NUHWER npeywnuTa-
NAHUER NPEUMNUTALMMA CTaH- | LK craHhaprHom  obpasua
AaptHoro obpasua audre- | gudiTepuitHoro aHaTtokcuHa,
PUIAHOrD aHATOKCHHA.
~ CTONGHAYHLIA MeTon ummynoguddy- | Bakuuna npw  B3aumofen- | BakuuHa npun ssaumoneicrenm
AHATOKCHH -3, E@, OEA3C.. .. |cramm ¢ MoHocnelumdmye- | ¢ MOHOCneUhuyeckon

CKOW aHTUCKIBOPOTKOMR B rene
ACITKHA AAaBaTb NUHWIO Npe-
LMNUTALNN, CNUBAKLLYIOCA ©
|| NMHYeR npeurnuTauLmMy crad-
AapTHoro ofipaiya cronG-
HAYHOrD aHaToKCUHa.

- dvnameHTo3HBIR | Metog MMMYHORUby- | Bakuuna npu  e3aumoseit-
FEeMarrmioTuHWH U | 3w, ED, ®EASC™ ™ '|ecraum ¢ MOHOCnEUrD e~

KOETIOWH B/
SHATOKCHH

e o te

CKMMW EHTUCLIBOPOTKAMK B
7 | refle QOIMKHA [EBaTE NUHWW
NPELMNUTALIMY, CRMBSILM-
| ecA ¢ nuHned npeuunuTaumm

SHTUCLIBOPOTROW & rene paer
NUHWAD NPeUWnUTELMKY, cruBa-
HOUWYIOCH © NUHWERA NpeuMnuTa-
U cranpaptioro  ofipasua
CTONBHAYHOrG aHaTokcuHa,

Bakuwna npw BaanmogeiicTamm
c MOHoCReunduIBckuMu
aHTHUCBIBOPOTKAMN B rene faer
THHIE NPELUNATALUMM, CNUBaK-
UHecs ¢ nuHreR npeywnuTa-
LWK cTaHgapTHoro obpasua
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HAHOAEK NACNOPT KAYECTBA
Ne 40000034143 - Bepcusi: 8
s BnaHk 2
HaumeHoBaHue MeTopbt HopMbI Pesynbrarhl
niokasarens UCNLITAHWSA P MCNbITAHUA
cTaHpapTHoro 0Bpasua. ko- | KOKNWHOra AHATOKCHHA

- BUPYCHE MONAOMIA-
enutaTtvna 1, 2u 3

-

Metoa UDA, Ed, OE-
ASC

KIHLIHOTO AHATOKCUHA
(OfHE NMUHUA NPELMNUTALIK)
W C NWHKEeR npeurniaTauun
crapapthoro obpasua guna-
MEHTOIHOTO  TEMarTniTi-
HuHa Bordetefla perlussis
{opyras NUHWS npagunura-
vy . R

B sakunHe pomgHs obHapy-
wasaTeCA D-aHTureHsl 8-
pyca nonuomuenuta tana 1,
Zn3 - - . - ps

(0AHE NMHIA NPEUVAUTALMK) ¥
© NAHRER NpeUUnATaLMe cTax-
paprHoro obpasua unamen-
TOIHOTO reMarrmoTUHUHA
Bordetella pertussis (apyras
TMHAS NPELMNATALMN),

B saxkumne oOHEPYMUBAKATCA
D-aHTuredbl BUpyca nonvomu-
enraTana 1,2u 3

BakuwHa ponwHa caoboaHo

BakunHa ceoBoaHo NpoXoauT

ﬂpoxo,nmpc-rb BuayansHeii, PEAIC ”p"“‘*“?‘* uepea umy N yepes wrny Ne 0840 (quametp
HEPE3 urny 0840 (auameTp MacTHU-HE | oo e onee 0,8 MM)
' Bonee 0,8 mm) 4 ’
CefuMeHTaUnoH- : pe
Hast YCTOAUMBOCTS BuayansHeii, EASC He meHee 3 MUH Bonee 3 mMuH
N NOTEHUMOMETPHHECKNA, e g
pH E®, GEASC Or6B8no78 7.2
[paBuMETPUUECKHMA WNK :
WaanekaeMuif sonOMETPUYBCKKE, Ed, He mexee 0.5 mn 0.5 mn
obwen SEAIC ’ -
KX, MeToauka npous- .
2-theHokcmaTaHon sogUTENs, OCHOBAHHAaA 3;1;252 a Mkn/posa Ao 3.0 2.6 mrn/posa
~ Ha Ed, ®EAIC s
KomnnexkcoHomeTpude-
cKkoe THTpOBaHWe, MeTo- )
ATHOMUHIAR ouKa  TpowaBoauTens, S;ggg‘;n Mriposa a0 045 0,30 mr/goza
ocHopanHan Ha E®, TP ' o
P
Cd g coueTadun ¢ kono-
- PUMETPUMECKOR  peak- ‘ ;
Gopmansaerng Lued, METonNKa npous- ﬂﬂ,ﬂ;gm@ma Ao .15 10 mirfgosa
BOAWTENA, OCHOBAHHEA
Ha E®, PEASC
APOMOrEHHBIR  KMHETU- .o s e
BakTepuantibie | uediwit metog, EO, Menee 100 ES/gosa Menee 100 E3/posa
ADTOKCHHE SEASC
Meton  memBpaHHoi T
CrepuibHoCTS thuneTpauim, ED, Sfem:;sg Oa{mnx&na_ ObiTs CrepunsHa
®EASC P
Cneundudeckan . BaxuuHa ponmwHa  Beith ’
BosonECHOCTL Enqmmuemmﬁ MEBTOA | gosonachod BasonacHa
TWTp adTuTen Kk andrepuit-
. HOMY TOKCUHY:
AMMYHOrEHHOCTS gﬂ;f;?ﬁs cg:;;pﬁ:f&i:ﬁ ans 1 MMMyHH3aLna-He mMe-
ancopbupoBaHHoOro CTH, METOAM xayn POU3RC- uee 150 OEMmn 197 OEMmnN
AnchTepuiHoro gm‘ena ARHEBARHE ONA 2 uMMyHW3aLKi He me- {Ans 1 UMMy H®3ALIMK)
AHATOKCHHA ! Hee 174 OEmn

E®,

ONA 3 UMMYHWIBUWA He Me-
Hea 186 OEMn




wew o e - Sanuch 3us 9
o adi Kog: 3M-N03-03-001
HAHOAEK NACMNOPT KAYECTBA
Ne 40000034143 Bepcun: 8
Bnank 2
HaumeHoBaHue MeToawi How . Pesynbratsl
noxasarens UCTbITaAHUA ki MCNBITAHWA
Tutp auTuTen K cronBHRvY-
= | HOMY TORCHHY:
MMMYHOr8HHOCTL -?egf?g‘ Wg‘;;"ig{%iﬁ%@ ANA 1 UMMYHW3ALMY He Me- .
ancopbuposaqHoro er““ R uxayn n3so- | Hee 81 OEMmn 210 OE/mn
CTONGHAYHOIG ,umlens 0‘23 o8 ali-?éﬁ g | AR 2 AMMYHV3ELMA He Me- (Ans 1 ummyHnsaLmu)
aHaTOKCUHA Ep Hee 119 OE/mn )
Ser - | ANA -3 UMMYHW3aUMI He Me-
; Hee 134 OEmn
Turp antuten k KT:
UmmyrorenHeets | .Merog  ogHospemenHof | ans 1 MMMYHUIaLWMW He me-
KORTOLWHOrD OUEHKW  UMMYHOreHHO- | Hee B4 OE/mn 200 5Efm n
KOMNOHEHTA: CTH, METOAWKE NPOMIBO- | ANA 2 UMMYHWU3ELMA He me- 1
KOKMIOLLHBIR OUTENRA, OCHOBAHHAEA Ha | Hee 106 DEMN (Anst 1 uamyHuaatim}
AaHaTOKCKH E® . ANA 3 MMYRU3aLMA He Mme-
e ’ Hee 117 OE/mn
Twtp antvren kK ©rA;
MMMyHOreHHoCTs Meton ogHospemerHoi | ans 1 umMmyHu3IaUumMm He me-
KOKRMIOLWHOrO OLEHKH  AMMYyHOreHHD- | Hee 136 OE/Mmn 240 OE/MN
KOMMOHEHTA! CTH, METOANKE NPOUIBO- | ANA 2 UMMYHV3ELKA He Me- (Ans 1 uMMyHI3aLWH)
hunameHTo3HbIR AWTENA, OCHOBAHHAR Ha | Hee 157 OE/Mmn ad y .
reMarrioTHHUH E® ANA 3 UMMYHU3IELIMA He Mes
oI Hee 168 OE/mn

D-avturen Bupyca
nonuoMuenuTa

-Metoa UBA, ED,- - .
PEASC

Tun 1 - ot 20 El/gosa go
43 Elinoaa

Tun 2 - or 5§ Eflinosa ao
9 Ell/lnoza

Tun 3 - or 17 Elllposa ao
38 EVnosa

27 Ellinosa
6 Effno3a
25 Efl{nosa

Il. Bakyura dna npogbunakmury unghexyuy, 8xi3sieaemol Haemophilus influenzae mun b, KoWbKUpOsanHan

(nuodbunuzam Ana NPU2OMOSNBHUA CYCNEHIUU

ana eHympumMbitiewHozo seedenun, 1 doaa, dhinaKkonet)

Onucaxune Benutii FOMOreHHbIA | Bensli TOMOTEHHbIR
" i, E®
nuogunuaara ,pB 3yanbm? ", E nuotbunusar nuodunusaT
Onucanue .
BOCCTEHOBNEHHOrD | BuayansHeli, EQ E{:;i:gg:an, HphEpean i:z&::g:ani e
pacTeopa
Bpems XpOHOMETpUUeCKMH, , ,
N METOAWKE NPOM3BOaK- He Gonee 20 ¢ Menee 20 ¢
PAcTEOPEHUA
TENH
MoanuHHocTs L
- nonucaxapua Meton nmmyHoanddy- | BakuuHa npu . Baaumoped-
Haemophilus aun, E®, PEASC CTBMW © MOHocneuwduie-
influenzae Tan b o .. | crod  aHTMCBIBOPOTKOR B
rene AonsKHa Aasate NUHWID MNogreepxaexa

MPEUMIMATALIMY, CIVBaLLY-
KCA € AWMWeR npeuMniTa-
Unn crangaptHoro ofpasuya
KOHBKMMPOBEHHOR BEKLIMHE
Haemophilus influgnzae

TAN b




3annce 4138
Koa: 31-M03-03-001
HAHOAEK NACTNOPT KAYECTBA
Ne 40000034143 - Bepcusn: 8
' Bnauk 2
HaumeHoBaHue Merofbl ' Hopmb! Pesynbrarhbl
nokazarens WCNBLITAHWA UCNbLITaHUA
- STONGHAYHBIA Meton ummynoaudidy- | Bakuusa npd Baaumogen-
AHATOKCUH aun, ED, DEASC CTBUM € MOHOCNEUMDIYe-
. CKOW  aHTUCHIBOPOTKOR B
FENe SOMKHa 4aBaTh MUHKI0
NpeLWnUTaLiy, CnuBaiowy-
. OCH © NUHWeR npeurnuTa- MNoareepxknena
uuy cTanpapThoro obipasua
KOHBIOTAPOBEHHON BAKLIMHE
Haemophilus influenzae Tun
b, copepwawed cronbHsm-
Hisli BHETOKCHH
’ . ' BoccTaHoBNEBHHAR BaklMHa | BoccTaHoaneHHas  BakuvHa
ﬂpaap:iqauc*rb Busyanbhuiit, ®EAIC ponkua BbiTh NPO3padHoOR | Npo3pavHas
LiseTHocTs BusyansHii, PEASC BoccTaHosnenHas BakuuHa | BocoTaHosnedHan | sakuuHa

ponxHa OuiTh DecuyseTHON

GecupeTHan

Bugumele mexani-
HECKNE BRITKOMEHUS

BuayansHbii, [ P

Buaumbsie MEXAHWYBCKNE
BHIMIOUEHUA [QOMNHHE OTCYT-
CTROBAETH

Buavmbie MexaHu4acine
BRITKIYBHWA OTCYTCTBYIOT

ToTeHUMOMETPUYETKIH,

s .

Cr650075

i E®, GEASC 7.3
, Kpyockanuyeckua, ' " B :
QeMonansHOSTE E®. GEASC He menes 200 mOcmons/kr 409 mOcMonbir
i KyrnoHomeTpuyeckoe
Bopa TUTPOBAHWE MO METOAY He Gonee 30% 1,0 %
K. duwepa, Ed, GEAZC
Cd, wmoguduumposad- | | o R
HuIR MeToq HeHa, MaTo- ,
Dochop OUKE  (POW3IBOANTENS, ?21 hig; w:xrmasa AS 0,85 mrrfgoza
ocHoBaHHaR Ha Ed, o | 7
- Fo
NonspyuMeTpUYeckyit, Or 319 wrigoza  po
Caxapoaa Ed, PEASC 53,1 mr/posa ’?'2'4 Mrias
Monucaxapug , P2 Y B
Haemaphifus PacyeTHbId meToq %ﬁggﬁma Ac 12 10 wmrfnoaa
influenzae Tan b o
= BOML 8 cOMETaHWW ©
CecboaHsIi - e o : -
RONHCaXapHA g:;guegép&%g%c Menee 13,5 % 10,6 %
ApoMoreHHsIl  KUHETY- ) T
Samewanhab‘e yackuii metog, Ed, He Bonee 50 E3/pcaa Menees 50 E3fqosa
AHAOTOKGHHEI ¢EAGC P
» MeTog MemBpaHHoR : .
CTepUnLHOCTs unbTpaLuy, Ed, Bakunna- - aomisa - ey

PEAIC

CTEPWNEHON

CrepunbHa
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g o - 3anwce 5mMag
o Koa: 3M-M03-03-001
HAHOAEK MACMNOPT KAYECTBA
e ~=Ne40000034143 Bepcus: 8
Bnask 2
HaumeHoBaHne MeTtoai HopMbl Pesyneratii
nokasarensn HCNLITAHKUA P UCHLITAHNWUA

. Bocemanosnennan eaxuuma dna npochunakmuky ughmepuu U cmonbhaka adcopBuposanHan, Kokmowa
AUeNNICNAPHEA, NONUOMUBIIUMA UHAKMUBUDOBAHHAEN I UHEKIUY, Bbiableaemol Haemophilus influenzae mun

b, konvwzuposanHan (cycnensus dnn BHYympumMblweyHoao eeedeHus, 1 doza (0,5 mn))

*

OnurecaHme

4

Cycnexaun  Benosartoro
LBETa, npw  OTCTAMBaHWW
: | pazdenmoujancs Ha Gec-
BuayaneHslii UBETHYIO MuAakocTs © obpa-
sosaHuem Genoro ocapka,
KOTOPbIR NErko pecycneHau-
pyeTcs BCTpAXUBAHWEM

Cycnensus Genosaroro usera,
npW OTCTanBEAHWK pasgensio-
WancA Ha DecuseTHyl) mug-
KoCTe ¢ obpazosanvem Benoro
ocafka, KoTopkid nerko pecyc-
NEHARPYETCH BATRAXNBAHKEM

MpoapauHocTs

Hapgocapounas HNAKOCTE
AOMKHA BbiEPHUBATL Cpas-
HEHKE ¢ aTanoHom |

‘BuayansHuii, PEASC.

HagocanouHas smaKkocTs Bbi-
AepMMBAST CPaBHEHWE ¢ aTa-
novom |

UpeTHOCTD

HagocagouHan  ®uaKOCTh
ACMAHA BLASPHUBETE CpaB-
HEHKWe ¢ aTanoHom By

'klﬁnsya}i'bm;iﬁ. ¢EKBC“

Hagocagounan wuakocTs Bei-
AepxiBaer cpdeHeHus ¢ 3Ta-
noHom By

¥nakoexa

I §BEBH‘3H3§Y Yrnakoska :

Mo ofHo# pose niodunuzara Bo dnakoHe Wa crexna
1 THNa BMECTUMOCTBIO 3 MN, KOTOPLIR YKyrOpHBAKT pe-
3UHOBOH NPOGKOR, M3roTOBNEHHOW Wa xnopGyTUNoBoro
ANACTOMEPA, W 33KATHLIBAIOT ANOMUHUEBbLIM KONNAYKoM,
NOKPBITLIM CHAPYXM NAKOM W CHABKEHHLIM OTPLIBHON
NONWNPONUNeHcBOR Kpbiweykoh Tuna «flip-offs.

Mo 0,5 mn {1 goaa) cycnexaun B Lwnpuue (¢ 3axkpennesx-
HOW Mol unu Gea) BMECTUMOCTBIO 1 MN U3 cTekna 1
TMNa ¢ nopwHes xnopSyTunossiM unu GpomByTuno-
BbIM,

Mo 1 dnakony w no 1 wnpuuy s 3aKPRITYIO AMEAKOBYIO
YNAKOBKY UNU Ha KAPTOHHYK NOANOHKKY. Ecni wnpuy He
MMBET IAKPENNeHHON Urnbl, TO B YNAKOBKY BRNAALIBAIOT
2 OTAENbHLIE CTEPUNLHBLIE UrNbl.

BropuuHas ynakoska :
Mo 1 A4eRkoBol ynakoske UNK KAPTOHHOW NOANOXKE B
WHAWBUAYANBHYKD KBPTOHHYIO Nauky ¢ MHCTPYKUMER no
NPAMEHEH UKD,

s e »

MepBuyHas ynakosxa

Mo ool Ao3e nuodunuaara
BO (hnakoHe M3 cTekna 1 Tuna
BMECTUMOCTBIO 3 MN, KOTOpbLIA
YKYNopeH peanHosoi npobkoi,
UIrOTOBNEBHHOR W3 xnopByTu-
NOBOrO 3NACTOMERA, W 3aKaTaH
anKMUHUEBLIM KONNAYKOM, No-
KRBITEIM - CHApPY#KW  NakoMm u
CHaleHHEIM OTPLIBHOW nonw-
nponuneHosoi KPLILLEYKOH
THna «flip-offs.

Mo 0,5 mn (1 ao3a) cycnensum
B LUMpuue (¢ 2aKkpennenHo ur-
NoR) BMECTUMOCTBIO 1 MN W3
crekna 1 Tuna ¢ nopuwHem
XnopByTunosbiM unu Bpomby-
TUNOBLIM,

Mo 1 dnakoxy v no 1 Wnpuuy B
JAHPBITYID  AUEAKOBYKD  yna-
KOBKY.

Bropuynas ynakoska

Mo 1 AvedKoBoR ynakoske & wH-
AMBUAYENBHON KapTOHHOA
naqke ¢ WHCTPYKLWeR no npu-
MEHEHMIO,

rs e - ]




- 3anvich 6M39
&"i Kopg: 30M-103-03-001
HAHOAEK . NACMOPT KAYECTBA
Ne 40000034143 Bepcun: 8
i Bnauk 2
HaumMeHoBaHue Metoanl ~HoBMBLE Peaynbrarsl
rnokasarens UCTILITAHWS P UCNbLITAHNUA
Ha 3TMKeTKe WNPWULUE C CYCTIEHIMER YKAILIBAKOT! Ha 3THKeTKe Wnpuua ¢ cyc-
~ OBLIENPUHATOE HAWMEHOBAHWE KOMNOHEHTA, . - NeH3Nen YKaiaubl:
~ apnA NEHTAKCUM®3, - OBLENPUHATOE HAUMEHOBE-
~ MyTh BBEAEHUS, . HUE KOMMNOHEHTE;
~ [O3APOBKY, OObLEM, KOMMMECTBO f03 B OfHOM | — “ANA NEHTAKCUM®»;
* wnpye (8 pesakymw: «1 wnpud - 0,6 mn~ 1 gosar); = [yTh BEBAEHWA,
~ NOFOTHMN KOMMAHWA MPOM3BOAMTENS FOTOBON Nexap- | —A03Mposka, oObem, onuue-
CTBEHHOW HOpMBl B BUAE HAANWeW naTwHokumu Gyk- | CTBO [03 B OAHOM LWNpuye {8
pamu {«sanofis); pepaxymn: «1 wnpuy - 0.5 mn
— NpeayNPeAMTENLHYK HanMcs «CM. nucrok-sxna- | — 1A03as),
ObILL»; ~NOFOTAN KOMNEHWA Npown3-
- pary npoussoacTea («Tpouas.»); BOAMTENA  rOTOBOW  nekap-
- - HOMep cepun pacthacosaHHON_cycneHaun («Ce- | CTBEHHOW opmel 8 BiAS
pua:e); oo A Hagnuoy natwHckumy  Gyk-
~ paTy OKOHYaHWA cpoka ropHocTH! («FogeH A0i»). amu («sanofi»);
[lononHuTensHo MoryT Bbith HaHeceHs! TexHudeckne | —NPeaynpeanTensHas
npav3BoAcTBEHHbIE / Tunorpadckve Koas! rpadiide- | Haanuck «Cm. nucTek-skna-
cKue, YucnenHsie, OyKBeHHbIE. ALl
Ha stuketke dhnakoa ¢ nuodbwnuzaTom yKaiwl. | —AaTa NponasoacTsa («[1po-
. BAKOT; WaB. ),
~ OBWENPUHATOR HAUMEHOBAHUE KOMNOHBHTE; * ~ Homep cepwi pacdacosan-
— «gnsa NEHTAKCHUM®»; HOR cycneHauu (8 pegaxumu
— AO3MPOBKY, KONUYECTBO 403 8 OQHOM dmamﬂs {8 pe- «Cepua»);
AL «1 thnakon — 1 gosa»), - e an ~ [dTa OKOHYaHWA CPOKa rog-
- ﬂ?‘Tb BESNEHWA, HOCTW cycneHaun  («fogeH
~ NPeAYNPEAUTENEHYI0 Haamuce «CM: NUCTOK-BKNA- Aoi»).
AbILL. AononHuTensHO  HaHeCeHs
MaprupoBka TEXHUYECKUE TIPONIBOACTBEH-

~ [IOTOTHN KOMNEHUA NPOWIBOSUTENS TOTOBON- NeKap-
CTBEHHOM thopMbl B BMAE HAANUCK NaTUHCKAMU Oyk-
samu (esanofis),

~ DaTy Npow3soacTaa (B peaakumu. ellponas. »). o«

- HbMmep cepuw pacthacosaHHoro nuogunnaara (8 pe-
Aakumu: «Cepusi»);

- DATY OKOHYaHUA CpoKa ra,qmcmz (B pe.qaxuww «lo-
Aed Oo:»), — .
lononuurensHo MoryT Beims Haﬂeceﬂb! TeXHUIECKIE
NPOM3BOACTEEHHBISI TUNOrpathckUe BHYTPEHHWE KOAbIL
rpadudeckme, YucneHHbie, GykBeHHble.
Ha nauke KapTOHHOMW YKa3LIBaOT:

—~ TOProBOE HaWMEHOBAHWE NEKAPCTBEHHOro npena-
pata (c npeaynpesuTensHoi mapkuposkoi ®) (8 pegak-
upi, «NEHTAKCUM=»);

~ [PYNMMPOBOYHOS HaUMEHOBAHWE]

—~ HAUMEHOBAHWE NERAPCTBEHHON dopMsl,

~ KONWYECTBO 03 B NAUKE KAPTOHHOW,

- KONWU4ecTaO NakoHoR ¥ WNPWLEB B NaJvke KapToH-
Hol (ans nadex, cofepmallnx 1 dnakod u 1 wnpuy ¢
3akperneHHol wrnoi, 8 pegakuui: «1 dnakod + 1
WINPHL ¢ 3aKPENNEHHON WMoy, ANA Navek, coepxa-
wwx 1 dnakod W 1 WnpKy 583 wrnbl B KoMNnekTe ¢
ABYMA OTASNLHBIMKA MrNamMy, 8 pefaxuwn. «1 drakod +
1 Wwnpuy + 2 OTAENkHLIE WiTbIn);

— AOFOTUM KOMNEHWW NPOMIBOOUTENA B BALS HBINWCK
natuHckinu Gyxsami (esancfis},

- wien

Hele [ TUnorpadickne Kogsl: rpa-| |
thudeckue, “MCNEHHbIB, Oyk-
BEHHBIE,

Ha arukeTke KOHA
NHohUNU3aTOM YKA3aHbI:

~ OBLENPUHATOE HavMEHOBA-
HIAE KOMIOHEHTE,

= apna NEHTAKCUM®s, v
~ AD3UPOBKE, KONWHECTBO 03
B OaHOM. chrakoHe (B pepas-
umi: «1 hnakod - 1 gozan),

-~ MyTh BEEASHWS,

~ NpeaynpesuTensHan

Hagnuee «Cwm. nvcTok-BRNB-
fsi»,

~ NOrGTAN KOMAAHWW NPON3BO-
OVTENA TOTOBOW NEeapcTeed-
HOM dhopMbl B BUAE HAANMCH
FATHHCKUMK Byxsamu
{usanofis);

~para npowssogetea (B pe-
paxyun «Mpounss.s);

~Homep cepwy pacthacosaH-
Horo nuodunuaara (B peaak-
upi: «Cepunie);

~ AATa OKOHYaHWA Cpoxa Tog-
HOCTH NHodUnWsara
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HaunmeHoBaHue Meroabi HobMue Peaynbrarei

nokasarens WCNLITaHuA P HCNLITAHWR
— COCTa8 Ha 1 403y BAKUMHYI C YKadaHWeM HauMeHoBa- | (B peaaxuun. «[opeH nos).

HUA W KONWYECTB AelcTaylowmMX BeLeCTs, nepeqHn | JONONHUTENLHO  HaHeceHs!

HaMMeHOBaHWIA BCNOMOraTenbHbIX BELWECTE W KDNWYe-
cTea apcopbenTa;

~ npefynpeauTenbHLB Hagnucu: «fns Aeteis, «Xpa-
HUTL B HEAOCTYNHOM ANA feTelt mecte.», «llepen npu-
MEHEHHEM BHUMATENBEHO O3HAKOMWTLCA € NUCTKOM-
BKnagsiwemM.», «OCTaTk HEUCNONbIOBAHHON BaKUWHKI
WITH MEBAULIMHCKME OTXOAL! JOMKHBI BbITh YHUYTOMEHS
{yTMNN3WpOBANLI) B COOTBETCTEMM C HALMOHANEHLIMA
TpeboBanHnAMI. », «CTEPUNBHO, »;

e WTPHX-KOZ, = we-

~ YCNOBUA XpaHeHus;

- YCNoBus oTrycka;

=~ AaTy Npon3BoACTsa Komnnekra® («Mpownas.»): )
— HOMBPp-Cepui yNnakosaHHoi cycreHsnm (8 pegakumm:
«Cepua cycn, »);

= HOMED Cepuu ynakosaHHOro nuodunusara (s penak-
n: «Cepua nuod.:»).

~ HOMEp cepuu komnnekta (8 pegasumy. «Cepus
KoM, %), - .

— AATY OKOHYaHWA CpOKa roAHOCTW KoMnnekTa* (s pe-
Aaxm: «Fonen pos); ’
— HAUMEHOBAHWE W CTPaHY NpOu3BOONTENs (OH e
IOPUANNBCKO® NULIO, Ha UMA KOTOPOrD BbiaaKa PY).
_Ha navxy, coaepKallyro MNakoH 1 LWNPULY © 3akpenneH-
HOM UrMOR, JONOMHUTENLHO HAHOCHTCH TEMATUYECKI
PUCYHOK (KOHTYpHO® W3oBpaxerie wnpuya ¢ 3aKpen-
NeHHOMR urnoit u dinakoua),

Ha nauky, copepskaiyio dnakon u wnpuy ¢ ABYMA OT-
ABNBHBIMK UINAMH, JONONHUTENbHO HAHOGHTCR TEMa-
TUHECKMI PUCYHOR (KOHTYpHOS w3obpasenvs wnpuya,
ABYX Urn v hnakoua),

LlononHUTENBHO “MOryT BbiTh HAHECEHB! TEXHWYBCKHE
NPOWIBOACTBEHHLIE [ TUNOrpadckue Koaw!: rpadguye-
CkWe, YUCNeHHbie, BYKBEHHbIS.

AononHuTensHo Nadka KapToHHas MOXET Bbith DCHa-
LW@HA.KOHTPONEM NEpBOTO BCKPLITUA.

HononHurensHo Moxer Bbite HaHeceHa HHGOPMALNA
ANA MOHWUTOPWHIE ABMKEHUS NBKAPCTBEHHLIX Npenapa-
-TOB OT_NPUM3BOANTENHA A0 KOHeYHOro notpetutens,
FononHutenbHo MoxeT BbiTh HaHeceHa creyuanuanpo-
BaHHAR 3alUMTHAA Hakneiika Ha OHOW CTOPOHE KAPTOH-
HOWM navkm, '
Mpu_npoussoncree (nepevunan ynakoska na-

KoBke (BTOPUYHAR YNaKkoBKa) u BbINYCKAOWEM KOH-

Iponie kayectsa npeanpusituem 000 «HaHonew»,
Poccus, Ha nayke KAPTOHHOW AONONHUTENLHO yka-
aulBatoT: e

Homep cepuu komnnexra & pepaxunm: «Cepuas
CKOMNN. », HOMEP CepUN CyCcneHaut B penakumu: «Ce-
PUA:» &CyCN.», HOMEP cepui nuodunusata B pepax-
Uik «Cepusiy «nmom.:», HaumeHoaaHue AEpKaTens
PEMCTRALIMOHHOTD YAOCTOBEPEHMA B pesakum; «[lep-

TeXHWYECKUE NDOMIBOACTEEH-
Hble/TUNorpathckMe  BHyTpeH-
HWE KoObl rpaduyeckue, yue-
nekuste, ByksedHblie,

Ha nauke KapToMHO# yka-
SaHbl:

~TORrogos HaWuMeHOBaHWE
NEXapCTBEHHOIO npenapara (o
NpefynpeauTenbHol  Mapku-
poskoi ®) (B pegakumm; «MEH-
TAKCUM®»), =

~ PYNNAPOBONHOE  HaWMEHD-
BaHue;

— HAMMEHOBAHWE NEKAPCTEeH-
HOW thopMesl;

- KONUYECTRO 403 B Navke Kap-
TOHHOH,

~ KOMU4ecTBO *nakoHoe o
WNPpWLEs B naqke KapToHHOW
(8 pegakumn «1 thnaxkod + 1
wnpuy ¢ saxpennedHon ur-
nowsy;

—NOTOTUN KOMIAHKUY NPOUIBO-
AWTENA B BWAe HaanWew na-
ThHcKiami Bykaamm («sanofis);
~ COCTER Ha 1 f0ay BaKUMHL ©
YHEIAHNEM HAVMEHOBEHWA W
ROMUYECTE JeRcTBYIOWLnY Be-
LEeCTs, NepeMHA HauMeHoaa-
HUI  BCNOMOrarefibHulx  Be-
LIECTB W KONWYecTea agcop-
Gewra;

- npeaynpeanTentHbLie
Hagnuew: «[ina gereds, «Xpa-
HUTL B HEQOCTYNHOM ans pe-
Teil mecte.», «Mepen npume-
HEHWEM BHUMATENbHO O3HaKD-
MUTECA € NWUCTKOM-BRAAALI-
wen.», «QcTatkm HeWonons-
30BAHHOM BAKLMHBI MNK Megu-
UVMHCKM®  OTXOABI  GOMKHBI
BbiTo YHUYTOKEHB! (yTUMH3N-
POBaHbI) B COOTBETCTEMM C
HaUWoHanbHbiMK TpeBoaanu-
AMn. e, «CTepUnbHO, »;

= LUTPUX-KOZ;

—~YCNOBWA XpageHns;

- YCNOBUA OTNYyCKa;

~A8Ta  MNPOW3BOACTEE  KoM-
nnekta («MNpouae.:»);

= HOMED CEpWUM ynakosaHHo
cycnenaun (8 pepnakumu: «Ce-
PHA Y GCYCM.n);

Karen PErMCTRAUMOHHOrO yhocToseperus: CaHodit

+ ¥ o e o .
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HaumeHoBaHue Metoab! " Hies PeaynbTathl
nokasarens MCNbITAHWA MCNbITAHUSA

Macrep C.A., ®panunas, HaUMEHOBaHWE, CTpaHy U ad-
pec npowasopgwTens 8 pegaxuny «MpowssopuTens
(nepaMuHas ynakoexa), ynakoswMk (BTOpUqHEA yna-
KoBK3) W BbINYCKAOWMA koHTpone kauectsa: OO0
«Hauonek», Pocows, Kupoacxan obn., Opuuesckuit my-
HALMNANkHBIA paioH, fléanHokoe .LOPOACKOR nocene-
HUe, BruomeauuuHcknit xomnneke HAHONEK Teppuro-
pua», NOrOTUN NPOV3BDAMTENR B BuAe rpaduyeckoro
anemexTa 1 Hagnuch «HAHONEKs,

MNpumMeyaHne: o
1 [laTa oKOHYAHWA CPOKA rOAHOCTY KOMIMNEKTa UMW AaTa

OKOHYEHWS CPOKA FOAHOCTY CYCTEHINKA,

2 [1aTa OKOHYEHWA CPOKA FOGHOCTH KoMriTiexTa nhu aata
OKOHMAHWA CPOKa rofHoCTY Nodunusara.

3 [lara npow3asoAcTaa koMnnexTa (nuodmnuaata Ans
NPArOTOBNEHNS CYCNEH3UY ANA - BHYTPUMBILLEUHOrD
BBEASHWS B KOMMMEKTE C CYyCneH3nen Ans BHYTPUMbI-
LLBYHOIO BBEABHWA) ONpenenaeTes No Qare Nnpov3sod-
CTBA TOrQ KOMMNOHEHTA, KoTopsll Gbin npon3seneH
paubLLe. e e P

4 [laTa OXOHYAHUA CPOKA TORHOCTM KOMINeKTa (Nnodpu-
NU3aTa ANS NPUrOTOBNEHUA CYCTI@HINM AN BHYTPUMbI-
LIBYHOrO BBEIEHWA B KOMMMNeKTe ¢ cycnexaveh ans
BHYTPHMLILUEYHOTO BBEIEHUA) ONPEARNABTCA No gare
OKOHYAHMA CPOKA rOAAHOCTY TOFO KOMMOHEHTE, Y KOTO-
pOro OHA HECTYNAeT PaHbLUe W YKA3LIBAETCA Ha nauke
KAPTOHHOR 1 Ha 3TUKETKE KEMOOTD U3 KOMMNOHEHTOR,

— HOMEP CEPUW YNaKOBAHHOMO
nuounuzata (B pesakuuu
«Cepus:y xnuoth.:»);

—HOMEp Cepui komnnexta (8
pefarLy «Cepusy
SKOMNMN.»),;

- fJara OKOH4YaHus cpoka rog-

HOCTW KOMANEKTa (B penakLuy;

afopeH Ao,

Ha na4xy, cogepwawyio gna-

KOH ¥ LUNPUL C© 3akpenneHHo#

WrNoW, AONONHWTENBHO HaHe-

CeH TEMATH4eCKM PHCYHOK

(KOHTYpHO® naoBpanmenme

WNpULE C 38KpennesHol Wrnoi

1 thriakoHa).

HononHurensHo HAHECEHEI

TEXHUMECKME NPOU3BOACTBEH-

Hble | Tunarpadcrre KoLl rpa-

thuueckne, JucnedHsle, Oyk-

BEHHEIS.

fononHuTensHo nadka KapToH-

Haf OCHALLEHA KOHTPONEM Nap-

BOIO BCKPLITHSA,

HononHnTensHo HaHeceHa WH-

thopMauvs ANs MOHUTOPUHIa

OBUKEHWR NeKapeTREHHLIX

| npenapatos OT Npou3BoAuTENs

710 KOHBYHOro noTpeduTens.
Ha nauke KapToHHOA AONOMHA-
TENbHO YKa3aHbl HawmeHosa-
HUE JepXaTens perucTpaLuon-
HOTO YAOCTOBEPEHWA B peaak-
L eflepwarens perncTpaun-
OHHOrO YAOCTOBEPEHWA
Camodu MNacrep C.A., Ppau-
UMA», HAWMEHOBAHWE, CTPaHa
¥ aapec NpoW3BoAUTENA 8 pe-
JERTETR «[ponzeoanTens
(nepeMqHaRA YNAKOBKA), yNaKos-
WK (8TOpUYHAA ynakaska) W
BBINYCKAKLLIUIA KOHTPONL Kaye-
crea; 000 «Hawnonex», Poc-
cun, Kupoeckas obin,, Opuuyes-
CRUA Myﬁtﬁuhﬂanbﬁblﬁ panoH,
NéswHckoe ropopckoe nocene-
Hue, BuoMenuUMHCKWA  KomM-
nnekc HAHOMEK Teppuro-
pHAS, NOTOTAN NPOWIBOAWTENRA
B Buge rpadudeckoro ane-
MexTa W Hagnucw «HAHO-
NEKs,

P - s
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HaumenosaHue MeToan! TR Peaynurars
noxkasarena | MenbITaHus . B ‘ HCNBITAHNA
XnaHeHne XpaHuth B XonoguneHuke (2-8 °C), 8 OPUITMHANLHON YNakoBKe (B NAYKe KAPTOHHOMU) ANA
P TOro, 4Tobel 3alMTUTL OT ceeTa. He JaMOopaNMBaTh,
Juadwnusara - 3.ropa,. -
CycneHsun - 3 roga. "
[laTa okoHYaHWA CpoKa rofHOCTH KoMnnexTa (nuotbunusata Ans NPUrCTOBNEHUA CyCreH-
3UN ANA BHYTPUMBILIEUHOTO BBEAGHUR B KOMNNELTE C CycneHaven Ans sHyTRUMbILeY-
CPOK FoaHOCTH HOTO BBEABHWA) ONPENENAETCS NO AATE OKOHYAHKS CpoKa roAHOCTM TOrD KOMMNOHEHTA, Y

KOTOPOro OHa HacTynaeT pausiue,

Aara oKkoHYaHUA CpOKa rOAHOCTH KOMNNEKTA YKAILIBABTCH HA NavKe KAPTOHHOW W Ha 3Tu-
KETKE KOXAOro U3 KOMNOHEHTOB, NGO TOMbKO Ha NauKe KapTOHHO,

HaToil okoHYaHWA Cpoka roiHOCTH ABNRETCR NOCAeAHWA AeHb MECALE, WYKa3aHHOTD Ha
ynakoske.

MNpumesanna: Z

SAKTIOYEHVE:

Mpenapar  MenTakcuM®, ANOUAKIET [ns NpUroToBNEHUs CYCNEH3MN aANA BHYTPUMbILLEY-
HOro BBeAGHUA, 1 1033, B KOMNNEKTe C CYCNeH3NeH AN BHYTPUMBILIEYHOTO BBe-
aenwuwa 0,5 mn '

Haumenosanns npanapara

A20327 & f‘ oy 7 ":r € Wit }'t {a—?"ﬁ
(A20152/ Y1A36) ugi} Ji: | {V [BYE] TpeGosanuam __ fIM-Ne(003155)-(Pr-RU)-080923

CApUR Cooraercrayer / He cooTasToTayer Homeap HopMaTuBHOrD JorkyManTa
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Havanshnk OKK LR OY L2208
HonwHocTs Oara
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