MAaTeRrIa \v.f meDIiCca

CEPTUOUKAT KAYECTBA Ne 526

Hasgakue npenapara: «AHA®EPOH AETCKUM»

CrpaHa — npouasogutens: Poccuiickar Pegepaunn
Homep peructpaunorroro ygoctosepenus: NIN-N (000019) - (PM-RU) ot 11.12.2019, cpok AeicTeun Ao 11.12.2024
Coctas Ha 1 mn kanens Ans npyemMa BHYTPb:

aKmueHbie eewecmea.

AHTUTENZ K raMma UHTepepoHy Yenosexa aihUHHO OYULLEHHbIE

0,006 r*

*GBOARTCR B BHAE CMBCH TPEX BXTUBHL! BOAHIX PaIBEABHWA CyBCTaKUMK, PalBeaenHon cooTaeTcTaenKo B 100" 100™, 100 pas
8CnomMaeamenbHbieé sauwecmsa.

ManeTUTON
rnuyepoen
copBar kanus

NuMOHHas kucnoTa beasogHan

BoAAa OYMLLEeHHaR

006r
0,03r
0,00165r
0.,0002r
A0 1 mn

flexapcTenHan hopMa; Kannu ANA NpUeMa BHyTPb

Pasmep w Tun ynakoBku: no 25 Mn BO DNakoHb! W3 OKPALLBHHOro CTEKNna, YKYNOPEeHHbIE KPbllKaMW C KOHTPONeM NepBoro BCKPLITWR, C

KanersHuuen. Kaxasiit hnakoH BMECTE C MHCTPYKUMEH N0 MEAULMHCKOMY NPUMEBHEHMIO NOMELLEH B NaYKy U3 KapTOHa.

Konuyecrao ynakosok B cepuu: 11430 wr,

Homep cepuu: 5260521

Oata npouasoactea: 31.05.2021

[ata oxoHuaHWA CPOKA rOAHOCTH: rogex Ao 31.05.2024
Opusnueckni agpec: OO0 «HMEP «Marepua Meguka Xonauxr», Poccus,

127473, r. Mocksa, 3-4 Camoteunsiit nep., 4. 9, Tenedon/dakc: +7 (495) 684-43-33

ALpec npow3soacTeeHHOR NNoWwankn: Poccus, r. Yensbunck, yn. Byrypycnaxckas, 4. 54

Duyenaun: Ne 00432-11C or 02 ¢despansa 2021 r., BeigaHHan MUHUCTEPCTEOM NPOMBILLNEHHOCTH M TOProBAW Poccuitckoi Gegepaumni

Peaynbrarsl avanuaa:

pactaopa 10 % # CEPHOR KUCNOTHI KOHUEHTPUPOBAHHOR.
Pacrsop npuoBpetaeT po30BYIC WNW BUHHO-KPACHYIO
oKkpacky (maneTuTON)

MNoxaszatenu ©CM NMN-N (000019) - (PF-RU) - 111219 PeaynbTaTe! MCNbLITaHKMA
Onwncanne BecuseTHan wnu nNouTH OecUBETHaA npo3pavHan | BeCUBETHAR NPO3PAYHAR KUAKOCTD.
MAAKOCTE.
NoanuHKHOCTL KauecTsenHas peakuus cO CMECLK0 nMpoKaTexuka | PacTeop npuoGpeTaeT po3osylo OKpacky.

CooTeercreyer,

pH

Or45807,0.
lloTeHUMOMETPUYECKUI A,  UCNBITAHWE  NPOBOAAT B
cootsetctBuM ¢ TpebGosawuAmu ® Xl 1. |,

O®C.1.2.1.0004.15 wnu Ph.Eur., n. 2.2.3.

5.28; 5,28; 5,28
Cootsercreyer TpebosaHuam e XIil, 1. |,
O®C.1.2.1.0004.15.

WisnekaemMbin 06Lem

WcnbiTaHue NPOBOAAT B COOTBETCTBUK C TpeboBaHuaMu
re X, 7. I, O®C.1.42.0002.15 «W3snexkaemblit
obbem».

CpeaHee 3xadexne obbvema cogepxumaoro 10 ynakosok
aomxHO GbiTe He meHee 100 %, v HU OAHE M3 YNaKoBOK
He pomkHa umets o6bem mexee 95 % OT ykasaHHOro Ha
ITHKETKE. Ecnu cpesHee aHaveHwe ofbwema
copepwumoro 10 ynakosoxk meHee 100 % oT ykaaaHHoro
Ha 3TUKETKE, HO HU OAHA U3 YNaKoBOK He uMMeeT obnem
menee 85 % wunu  cpegHee aHaueHue oBwema
copepxumoro 10 ynakoeok coctasnset 100 % u obvem
He Bonee yem O4HOW ynakoeku mexee 95 %, HO He
meree 90 % OT ykasaHHOro Ha 3TUKETKe, TO BbiNONHAT
UCnbiTaHue Ha 20 A0NONHUTENbHBIX YNAKOBKAX.

Cpeanee axavenue obbvema cogepxumoro 30 ynakosok
A0MKHO cocTtaenmTe He MeHee 100 % ot ofwema,
yKa3aHHOro Ha aruketke, u obvem He Gonee Yem OfHOM
13 30 ynakoBok momet BuiTh mMeHee 95 %, HO He meHee
90 % OT yKa3anHoro Ha ITUKeTKE.

Cp. aHaueHue ob6vema 10 hnakoHos: 25 Mn

100 %.

MuHumanbHoih o6bem 1 hnakona:25 mn (100%).
CooteercrayeT TpeGosaHusam I X, 1. 11,
0®C.1.4.2.0002.15 «A3snexaemuiit o6uem».

MukpoBuonoruyeckan
yuctorta

Meroa 1. T® X, 1. 1, 0O®C.1.2.4.0002.15
«MukpoBuonoruyeckan YucToTan:

1 mn npenapara gonyckaetcs He Bonee 50 aapobHbix

Gakrepuit © APOXOKEBBIX W nnecHesbix rpubos
(cymmapro), npm  oTcyTcTBMW  3HTepobaxTepui,
ycToiunaslx Kk xenuw, Pseudomonas aeruginosa,

Staphylococcus aureus, Escherichia coli.

Cooreercrayet TpeGosannam @ Xill, 7. |,
0O®C.1.2.4.0002.15 «MukpoGuonoriyeckan
yucTOoTaN!

8 1 mn npenaparta 2x10' KOE aapoBhbix Bakrepui
N BPOXOKEBLIX W NnecHessix rpubos, oTCyTCTBYIOT
anTepobakTepun, YCTORYMBEIX K Kenum,
Pseudomonas aeruginosa, Staphylococcus aureus,
Eschenchia coli. (meTog 1).

Cepruuxar xavecTsa Ne526 or 07 .06 2021
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maTteria

f? meDICQ

¥Ynakoska

Mo 25 mn B0 Gnakons w3 OKpaleHHoro cTekna,
YKYNOpeHHsle  kpbikaMk G KOHTPOneM nepsoro
BCKPLITUA, € Kkanenshuyed, Kamaoiit thnakox Bmecra ¢
WHCTPYKUMad no MEANUNHCKOMY MPUMEHEHNIO NoMeLLaloT
B NAYKy U3 KapToHa.

Coorsercrayer, |

Mo 25 mn o cbnm:(onu 13 OKpaLLeHHOro cTekna,
YKyNOpeHHbie Kpbilukamu ¢ KoHTponem nepaoro
BCKPITUA, € KaNenbHuLeR,

Kaaeiit hnakon amecre ¢ WHCTPYKUMed no
MeaULKHCKOMY NPHMEHEHHIO NoMELLeH B nauKy U3
KapToHa. |

Mapxupoaxa

Mapxuposxa nepeudnon ynaxkosku,

Ha oatuketke chnakona YKa3bIBaT: HauMeHosaHwe,
aApec, Tenedon/akc u TOBAPHBIA 3HaK npou3soauTens,
HaiaeaHwe npenapara, nekapcteerHylo topmy, ofnem
npenapara MN, YCNOBWA XpaHeHMN, «XpaHuTL B
HeAOCTYNHOM Anm geted Mectes, «/lauenue rpunna u
NPocTyabi», «c 1 mecayas, «MaberaTs JamopaxusaHuny,
HOMED cepuu, cpok rogHocTw («MogeH go:...»),
Mapkuposka sTopuyHo# ynaKoBku.

Ha xapToHHoii nauxe YKa3biBAIOT: HAUMEHOBaHKe, ajpec,

Tenedion/akc n TOBapHLIA  aHak npouzsoauTens,
HaleaHwe npenapara, nexapcTseHHyio copmy, cocras
Npenapata, ofweMm npenapata s Mn,  «Cnoco6
NPUMEHEHUA U QO3bI: CM. UHETPYKUMIO No MeAHUMHCKOMY
NPHMEHBHUIO BHYTPU ynaKoBKW», ycnosua xpaHeHun,
YCNOBHA OTNycKka, «XpawuTe B HBAOCTYNHOM ANA peted
Mecte», « Jleuenue rpunna NpocTyAa», «ans gerveds,
«c 1 mecaua», «Uaberats JaMopaxuBaHuAr, thapMm-koa
(rpatbuveckuin n Uucbposon), Homep cepun («Cepun:
«-®),  CPOK  rogHocTH («MopeH  po:...»), Aata
npoussoacTea («flaTa npomas,; v ®), MHAMBMAYANLHBLIA
CepuiHLIA  Homep norpeBurenscxoi (eTopu4HOR)
ynakosku («C.H.: ...»), rnoBansHwil HoMep Toeapa GTIN
(«GTIN ...»), PerucTpaunoHHbiik  Homep, wrpux-kos,
CPBACTBO maeHTubuKkauun (2D KOA B mawwmHouuTaemoi
dopme).

CooTsercrayer |
Mapxuposka nepsUYHOR ynakosky.

Ha stuketxe cnaxona YKa3aHo: HaumeHosaHue,
8apec,  TtenedoN/dakc TOBAPHLIA  awak
Npou3sogutens, | Ha3saxue npenapara,
nakapcreeHHan diopma, obuem npenapara 8 wmn,
ycnoaunna XPIMQHHH', ¢Xpanwn. B HegocrynHom ana

AeTed mecte», «flevenme rpunna u NpocTyAbI», «C 1
MecAua», «MaleraTe 3amopaxusaHnay, Homep
Cepum, Cpok rogHocTH («logen A0....»),

Mapkuposka BTOPHYHOR ynakosku.
Ha xaprowwod nauxe YK83aHO! HaumeHoBanue,
anpec, Tenemou(q:anc W TOBApHBIA  3Hak
nponasogutens, | Hasmanwe npenapara,
nexapcTeeHHan dopMa, cocras npenapara, o6vem
fpenapara B Mn, «Cnocol npuMeHenus u AO3bi; CM.
WHCTPYKUMK  no | MEAMUMHCKOMY  npuMereHuIo
BHYTPU ynakoam».é YCNOBHA XpaHeHws, ycnosus
ornycka, lXpIHHTb; B HBAOCTYNHOM ANA paten
MecTe», « no-rennp fpunna u npocryaas, «ann
ABTei», «C i MecAuas, «Haberats
3aMOpPaXNBAHUAD, |apm-koq (rpacbuveckud  u
untbporoil), nomap; cepun («Cepus: ...»), cpox
roaHocT («Mopen po:...s), para npoussoacTea
(«[laTa npouas.: ), MHAMBUAYENbHBLIA CepPUAHLIA
HoMep notpebutensckoi (eTopU4HOR) ynakoeku
(«C.H.: ..»), rnoGanshbid Homep Tosapa GTIN
(«GTIN ...»), PEruCTRaUMOHHBIA HOMeD, WTpux-Kog,
cpe4creo WaeHTutburayum (2D XoA 8
MaludHounTaeMol hapme).

XpaHehwe |

Mp#u Temneparype He Beiwe 25 °C.

Cooraercrsyer.
Mpu temneparype He Briwe 25 °C.

Cpok rogHooTH

3roga,

CooTseTtcrayer.

KomwmenTapuy: YeazanHan & Hacton

111219,

Guina npouaeesena (sxnouan ynaxkoBKky/MapxMpoBKy) u ko
cneyucbukaumii ans nccneayemoro NIC. Mpotokons: n

CTAHOBNEHO,

'Hauanbhuk QKK

Qara: 07 wionn 2021

Wwem cepTudpukaTte cepus npenapara coorsetcrayeT TpaBoBaHuAM SCH NTI-N (000018) - (PF-RU) -

: OTHM A CBMABTENLETBYIO, YTO NpUBEAEHHAR BbiLue NHAIOPMELMA 40CTOBEPHA M TouHa. ITa CepUA NPOAYKLUMM

Cepruchnear xavecraa Ne526 or 07 06 2021

HTPOMNb 80 KaYeCTBA BLINONHEH B NONHOM CooteeTCTRMM C NpaBunamMu GMP u AOCke
POU3BOACTRA, YNakoBKM M aHanusoB Buinu paccu?rpeuu n cooTteercrave GMP

Crpanmya 2 ma 2




mareria

Y meoica HI
g 2'200000 434869

CEPTU®UKAT CEPUU TrOTOBOW NPOAYKUUN
(NekapcTBeHHbIe Npenaparhbl Ans MeauUMHCKoro npumeHenusi) Ne 657

AHadhepoH AETCKMIA Kanau Ans npyema BHYTpb ((prakoH-KanenbH1ua)

25 Mn x 1 (nayka KapTOHHas)
HassaHue, nekapcTeeHHan hopma, pasmep ynakoBku

CtpaHa HasHauenns: POCCUA

Homep cepun: 5260521

[ata npoussoactea: 31.05.2021

Cpok rogHoctn rogeH go:  31.05.2024

Konuuectso ynakosok B cepun: 11 430 wT

Homep PY: M-N (000019) - (Pr-RU) fata peructpauvu: 11,12.2019

HA: ©Cn Nn-N (000019) - (Pr-RU) - 111219 ot 11.12.2019

HacToswmmM s YA0CTOBEPSAI0, YTO BCE CTAAWM NPON3BOACTBA CEpMi rOTOBOM
npoAyKuuu nekapcTBeHHOro npenaparta AnA MeaULWHCKOro npUuMeHeHn| BbIiNONHANUCDH
B NOMHOM cooTBeTcTBUM ¢ Tpebosannamu GMP 1 pernctpayMoHHbIM JOCke.

2

YNOAHOMOYEeHHOE NULo: (‘7%' /Bepemeriko O.H./

[ata nognucanua: 08.06.2021




