O-0000000551-06

PASPEIIEHAE
HA BBIIIYCK 'OTOBOI'Q OPOOYKTA N 0448/21

Toprosoe HeumeroBanme NpEmapaTs Omunk®
Mexaynapognoe HENETeHTOBARHOE | TaMcynosun
HAHMCHOBAHME  (TPYNNMPOBOYHOE WK |
XHMHHECKOE)
Jlexapersennas Gopma KANCYITEl ¢ MOJHQEIHPOBAHEEIM BEICBOSOKICHUEM
HosupoBka 0,4 mr
Qopna BEOTYCKE K&ICYJ/Is ¢ MOEQHIFPOBAHHBIM BEHICBOOOXKIEHHEEM,

0,4 mr (6rmctep) 10 x 3 (mauxa kaproHmas)

Howmep cepru

380421

Ofvem cepun

55 246 mt, yrakosox

JaTa npoussonersa

01.06.2020

Togen oo

31.05.2024

Haamenosarme n eaapec npomssogurens
(IpoW3BOJICTBO,  NEPBYTYHAN  YMAKOBKa,
BTOpHYHa/moTpebuTenEcKasn YIIaKOBKa,
BBLIITYCKAIOMMI XOHTPONL KaYecTsa)

3aKpEITOS BKIMCHOPHOE O6MWECTRO
«3u0-3noposren (3A0 «310-3nopossen), Poccus
142103 Mockorckas 0., r. [Tononscx,

yn. XKemesnonopowesas, n, 2

Jiuexsua Ne 00049-JIC or 16,03.2020 1.

Homep u
YAOCTOBEPEHHA

JaTd  pPErHCTPALKOHHOID

ITN013915/01 o1 21.05.2008 .
(Hata samenm PV 30.07.2020 r.)

Houep HOpMaTHBHEON QOKyMeHTAIHE

HATINO013915/01-050218,
Hsmenenne Me 1, Msmenenne Ne 2 x HIL,

Hammenosanre o gapec  mepmaren | SaKphaIToe BKIHOHEPHOE o0mecTso
PETECTPAIMOHHOID YAOCTOBEPERHUS ¢3u0-3noposeey  (BAO  «(3uO-3noposren), Pocous,
142103 Mockosexan ob., r. TTogonsex,
i1, ZKenesuogopoxHan, L. 2
PHIHOK IoCTABKE IpoyKIHK Poccus
Homep macriopra 0438721
1. loxrsepacpar, wro semueykenerHas cepia TEKAPCTBEHHOrO IPENApaTa BBITYCKAETCS B
obpanenye,
2. lapanTupyio, wro puimleykasennas WHOOPMAIDIA TOUIHHHE M BepHR, Ora ccpua  Obila

npou3sBenesa,

BIUNCHE&X  YIIAKOBKY M KOHTPOJIb

KAYeCTBa, IO YKAIRHHBIM  BhlLIC apecam

[IPOHEBOLCTECHHEIX IJIOWANOK B cocTeercTsuM ¢ Tpefosanumme GMP («Ilpapmne mamnexaned
MPOUIBOACTBEHHCH NPAaKTHERY) M PerucTpaionsol JoKyMeHTaImEH Ha NpOLYKT,

3. Bee pesynerarst aHanusa u sanvcn GITH PACCMOTPEHB! H OROOPEHE! B COOTREN
TEXHHUYECKHMY COTTALICHHAMY A COTNAlLCHMAMH (10 KATeCTRY. Ot
4, Bru 7 kakue-1460 OTKIOHGIMS OT IPOM3EOICTEEEHOIC npoueces, :
NPOAYKLUHA:

7 Her

BEHIITYCK I'OTOBOI'O IPOIIVKTA PA3SPEINEH

rd
YIONHOMOYEHHOE THLO: :/:- )45,2
lodmich

Aara Bemycka g obpamenne;
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©-0000000355-03
3A0 3u0-310poBbE»
142103, Poceus, Mockosckas obnacTs,
r. [Tononsek, yn. Xeneanonoposnas, . 2
Ten.: (495) 642-05-42
paxc: (495) 642-05-43

JIHUEN3Hs HE OCYIECTEARHIE NPOHIBOACTRA JTEKS PCTBEHHBIX CPEOCTR
N 00049-J1C or 16.03.2020 1.

Haumenopanne npenapara

Kox npenapara
Homep cepuu

Obbem cepru

Hara upousnojicrna
lopen o

Hdara anaausa
AN nposejen 1o

MACIHOPT Ne0438/21

Ne 30

737

380421

55 246 wr. ynakosox
01.06.2020 r.
31.05.2024 r.
22.04.2021 r.

Omurk® kancyasi ¢ MOIMPHONPOBERHELIM BEICBODORIeHEM, 0,4 Mr,

CIT-KQ-0701-113-08 «OMHABK® Kamcyahe ¢ MONHDIMPOBARHBIM

BbicsobomueHem, 0,4 mr»

HA TIN013915/01-050218 «OMunk® gancyan ¢ Mogupuuuponanumim
BercBofomnen uem, 0.4 mm Misenenno Ne 1, Hasenenso No 2

Hanmenoraumne TpeGoranimi HOPMATHBHOK Peaymsrars) Rensimanyit
noxasarench BOKYMEHTAUHH
Onscanue Tucpasie wenarunossie xancymi pasmepa | Teepasle  wenaTHHOBHE  Kamcymm paisepa
Ne 2, umziomme opanxkesoro usera kopnye | Ne 2, umeiousse OPAHMEBOTO BETA KOPIYC ¢
¢ Mapiuposkod 701w rpaduveckum | mapruposkol 701 u rpadmuecii n3obpaseneM
HIOOPAKEHHEM  TOBAPHOrO 3Haxa M TORAPHOTO 3HAKE H OAHBKOBO-3ENCNOND I(RETA
OAMBKOBO-3LNEHOrC UBETd KPWINEYKY C | KpoIIeYKy ¢ wapkupomkoit 0.4, Kancyns:
mapkupoeroff 04, Kancynet comepmaT | COmepXaT rpaHyTsl GEIOTO CO CBETIO-MENThIM
Tpany.Ibl 0T fenoro 40 Ge1oro co coeTno- | OTTEHKOM LEETH,
HENTBIM OTTEHKOM LBETA,
TonnsnHoCTE BIOXX. Bpemia YHACPAHBAHHS OCHORHDIO BpeMs yaepwHsaHMA OCHOBHOTO MHMKa Ha
Tamcynosuxa TIHKA H3 XPOMATOrPaMME HCLITYEMOIO | XPOMATOrpAMME HCOBITYEMOrD PacTEOpa
IHIPOX10pHI pacTeopa COOTBETCTBYET EDCMCHH | COOTBETCTBYCT BPEMEHH  YAEPWKHBANMA ITHKa
YOCPAMBANHA  [HKA TAMCYMO3HHA Ha | TaMCYJIOSMHA HA XPOMATOrPAMME CTAHNAPTHOIO

XPOMBTOTpaMME CTAHAAPTHOIO pPacTsopa
TEMCYIOIHHA MHAPOXAOPHAA

PACTEOPA TAMCYJIO3KHR THIPOXIOPH A

OnHopoIHOCTH
MAaCChl, MI

Cpeanns macca CONEpXHMONe  Kamcyn
Aomkra OuTe B npenenax ot 3034 no
352,06 wr (328 Mra 7,5 %), npn srom:

wta 18 m 20 kaney: —

He Boaee £ 7,5 %,

ans 2 u3 20 xancyn —

ue Gonee 15 %

330,1

20 3 20 kancyn
or -2,1 % o +2,4 %

Poncreemnmie
tpuMecH, %

BIXCX.
[Tprmece B (R2) - ve Gosee 0,2 %:;
[Iprveck E (RS) - ne Sonce 0,2 %;
lpumecs F (R6) - ve Gones 0,2 %;
[Ipymecn H (R8) - ke Gonee 0,5 %:

ThoGas HenucHTHGUUHpORaHHAR MpKMECh
- ne Gontee 0,2 %;

Cymuma npumeceil He DomKEa (pepbt
1,5 %.

MeHee 0,]
Menee 0,1
Menee 0,1
Menee 0,5

10CT N o
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©-0000000555-03

HanMeHosanne Tpebosanus HopMaTHBHOY Peaynutaral meOoRITAHYSH
noxasatenei DOKYMEHTALMK
OmopoaiocTL JuatcHHe npesiena npHeMNeMocTH (AV)
HeIUpOBANMA ana 10 xancyn pomkko 6uTh < L1, Eonw n=10
IaueHue AV foneure L1, Ttectupyor AV=29
Jononnurensuo  eme 20 xancyn u
BEIMHCRAOT T8 HUX  3HauCHue AY.
3rauerne AV pia 30 KATeyn BomwHo ObiTh
S LI w4 m onnolt w3 kamcyn CONEPAKRHUE
TaMCYnOIuna THAPOXIOPHIR HE LOIKHO
CuiTe mensire (1-L2x0,01)M suii Gonbiue
A {1+ L2x0,01 M »
Pacreopenue, % B3MX,
fpH1,.2 = 32
‘Uepes 2 uaca n CPENY PACTBOPEHHA 20NHKHO 25
nepeiTi ne MeHee 12 % u e Sonee 39 % 26
TAMCYJTO3HHA OT 3ANENENHOTO KOTHYCCTEA, 29
29
26

—— .
MuxpoBuonoriveckas

MHUCTOTA

28 (¢penuee)

pH7.2= 61
Yepes 3 vaca B cpeny PACTBOPSHUS IONCHO 56
nepeliTi ne Menee 44 % u ne Gonee 70 % 56
TAMCYO3HHA 0T J4ABMCHHOTO KOMHYECTEA, 58
59
56
58 (cpenncce)
[pH7,2= 83
Hepes S wacor 8 cpeay PACTROPEHMS 81 i
AOTHHO  HepelTH He Mmexee 70 % 81 |
. TAMCYNIO3HHA OT JARBACHHOI'0 KOJHYECTRA, 83
83
52
82 (cpenee)

Kateropug 3A,
Obmes uncno azpobusix MUKDCOPTEHHIMOH
- he Gonee 1P KOE s 1 1.
Obumee WHCHO NpPOMIMEBRIX M ILTECHERRIY]
TpuGoB - ve Gonze 10 KOE s I T,
Orcyrerane Escherichia colin 1 .

Ofmee  uncno  axpoBrbix MMKPODPTraHuIMOB
venee J0KOE 3 I

Obmiee YMCHO APOROKEBBIX H IUIECHERBIX rpubos
menee JOKOEs 11,

Escherichia coli orcytetsyers 1 r.

Koaugecteennoe
ONIPEIENCHUE, MI

BOXX. B xaxpoi Kancyne [oNHO
ConcpikaThcd HE Menee 0,38 Mr i He Ganee
0,42 Mr, mnu 0,4 Mr £ 5 9 0T 3aus1ennoro
KOIMUCCTHR TAMCYA03MHA M APOXI0pIUIa

0,39

e e

Yrakosxa Mo 10 wancyn & Gaucrepe  ya | 1o 10 KALCYN B GIHCTEPE H3 IONHNIPOTTHIEHOE O
NONHIPOTHIEHOBOR [UIEHEH H | ONEHKH K amomusnenoi honkri.
anoMutnenol Gosbru. 3 Gauctepa vecte | 3 Gnucrepa  bMmecte ¢ HHCTPYKIMEH 1o
€ HHCTDYKUMEH 10 apumcrenmio NPHMEHEHHIO B X8DTOHHOH navuxe.
NOMELEKOT B KAPTORHYIO NAYKY.

Mapxyposxa Ha  Grucmepe  ne  pycoxon  somwe | Ha Grucmepe na pycekom A3exe ykazano.

Yxazeieaom.

TOPros0C  HAWMEHOBAKWE mpenapata c
TPCAYNPeAHTEILHOR  wapEHposKOH @,
MENIYHAPOAHOE HENATENTORAHHOE

TOProBoe HAWMEHORAHHE
NPEaYNpenyTensHol Mapky
MEKLYHAROAHOE

HANMEHOBAHME, neKapcTeenHylo (opmy,
OOIMPOBKY, HOMED CCpHH, CPOK I'ONHOCTH
(zo MM rrrr), MoryT Gbime Jmnecc:-t?(:’
BHYTPEHHHE 3aB0/ICKHE KOMILL [

‘BuiceoboaeRnent;. ho:
“gepHir 380421, cpok |
e ] [\ ':“.\}‘ 4 T\
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©-0000000555-03

Hanmenosaune
nokazarenest

TpeGopanng HopMaTHEHOI
TOKYMBHTALMI

Pesynprarsr nemsrranwit

Mapxuposka

Ha  rapmownolt  nawke na pyccrom

YRa3sleQ0m:

TOPTOBOE  HAMMEHOBAHHE
Npenynpensrensrolt  Mapxkuposxoit @,
MERTYHAPOAHOE HENATEHTOBAHHOE
HAWMEHOBAHUE, JJOSHPOBKY, IEXAPCTREHHYIO
bOpMY B posHTEARHOM Nafexe, KONHYELTES
KAncysn B YTIAKOBKE, HA1BAHHE
ASHCTBYIOLIENC BEIECTRA, BI0 CONPHKANHE B
KANCyne; HAIBEHME W CTPEHY B/asc/hua
PECHCTDALUHOHHOIG YOOCTOBSPEHIN,
«I1pomseneno: 3A0 «BuO-3nopossens, ero
CTpany, anpec, TenedoH 4 (EKC, YUIOBHR
XPRHCHKY, YCIOBRA OTIYCKa, «/{1a npHema
ERYTDEY, TIPEAYTPEAHTENLHYIO  HAANHCH
¢XpaHuTs B MecTax, HETOCTYNHBIX nA
netefin, HOoMep PErHCTPALHONHOID
YOOCTOBCDEHMA;  NMEPEMEHNHIE  JaHHEE
{Homep ceprH, CpoK MOaHOCTH),
HHDOPMAIMIO U1K MOHHTOPHHTE [BHREHHS
TEKAPCTREHHOTO npenapara or
NPOHIBOAATEIA IO KOHEYHOTO NOTPpeOHTeN;
WTPHX-KOA, (apMaxon, Koo newarnorc
YIAKOBOUHOTO MaTCpHANE.

npenapata ¢

Ha kapmonnoti nauxe na pycexom yxesaso;

TOprosoe HEHMEHOBAHHE npenapara c
npenynpensieskol  Mapkuposkod ® Omumk®,
MEKAYHAPOAHOS HEOATCHTOBAHHOE HEHMEHORAHMe
TAMCYJIO3TH, A0GHPOEKA 0,4 MF, KOHYECTBO Kancyn s
YNBKOBKE C YKAlaHWeM MeKapcTBeHnoR GopMul 30
KEneya ¢ MoAHGHUNPOBAHHBIM BhlcBobomaemien;
HEIBAHME EFCTBYIOMETO BEUIECTRE, 810 CONEpWKAHMKE B
kacyne Jeilerywouwes sewecTso: TaMCYI031Ha
raapoxnopna 04 mr; xasBanMe, CTpasa BlANeNbla
PETHCTPALMONKCTO  yaocTOBepeHus 3A0  «3n0- |
3nopasses, Poccus, «Ilpoussencso: 3A0 «3uO-
3ROpOBEERY, Ero CTpaKa, aipec, Tenedox u taxc
IIpousneneto:

3A0 “3n0-3n0possbe”, Pocenn,

142103, MockoBexas abnacrs,

r. Mogoasex, yn. Hexemmonopoxnas, 1. 2,

Ten.: +7 (495) 642-05-42, paxc: +7 (495) 642-05-43;
yenosws xpanennd XpawuTL mpu TemIepatype we
awe 25 °C, yenosms ornycka OTnycxaior no
penenty, Jna npu¥ma sryrps, NpeaynpeauTensHas
HAONHCE XpaHuTh B MECTax, HeTOLTYMHLIX A5
meTelt, HOMep PErHCTPALMOHHOTC YAoCTOBEPEHHA
Perucrpaunonuoe ynocrosepenne:

I1 NO13915/01;

NEPEMEHNBIE TAHHBIE (HOMOP CepPHY, CPOK IOIHOCTH),
grpopaania s MOHKTOPHHTA OBIOREHRHT
JSRAPCTBOHHOMD MpenapaTe OT NPOMINOAMTENS 10
KOHEYHOI'O NoTpebHTaIN:

Data Matrix;

GTIN: 04650075360845,

Cepnn: 330421,

Iogen: 05 2024,

S/N: ¢ yKasaHHeM HHAHBMIYATRHOTO CEPHATHIALHORHOND
HOMEPA NaYKH;

Wwrpkx-kon 4650075360545, Gapmaron, xox neyaTHOro
YIAKOBOUHOrO Mareprana I-737-30-03-04,

Xpauenne

i

ITpu Temnepatype 1e Balwe 25 °C

| IIpa Temneparype e pummre 25 °C

Cpox roasocTH

l

4 rona

Cpok roanocTy paccunTrisaeTcs ¢ AaTH
HITOTOBIEHHA TaMCyno3nna cyOeTaLLH-
[PEHYA.

4 roga
CpoK ropHOCT! PACCYHTAH ¢ HATH H3TOTOBNCHMHS
Tameynosuna cyScTaHuns-rpary L.

3akmwuenne: Jexapemeenssii npenapam Osuux® kancynsi ¢ MOQUPUUPOEARHBIM Bb1C8060IICORHUEM,
0.4 m2, Ao 30 cepuu 380421 coomeemcmeyem mpebosanum & YACHI RPOSEPERNYX noKasamenel,

7

Hodmico

HauansHuk otnena kontpo:1s kavectsa Axumosa C.B,

L5 .04 IOl

A aizeovocms QHO

Homa

JAO «310-330pos oy




