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NEKJAPAIIUSI O COOTBETCTBUH

Haumenoaanue op2anusayuy, npunasuieli dexnapayuio 0 coomgememeuu.

Obuecmao ¢ 02PaRUYEHHOU OMBEMCMEEHHOCMbIO0 "Ipomexc"” (000 "Ipomexc”)

3apezucmpupogaro : MexcpationHas uHCneKyus DedepansHoil Hanozoeoti cryxchvt Nel3 no
Canxm-Ilemepbypay OI'PH 1107847033535 om 12. 02.2010

Adpec mecma naxoxcdenus: 195279, 2.Canxm-ITemepbyp, Hudycmpuanewviii np., 0.71, xopn. 2, numepa
A, Tenegpon: 8(812) 385-47-87

Hosepennoe nuyo: Bacuna E.A., doeepennocmy: Nel om 09.01.2019

3ASIBJISAET, UTO
nexapcmeennoe cpedcmeo. Anzudax®, cnpeil 018 MECMHO20 NPUMEHEHUA dazuposannstil 0,235 m2/d03a 176 dos

(30 mn), raxoHbl ¢ NOMNOU U € HAJICUMHBIM yempoiicmeom co cxradvisaiyetica xawoneti (1), nauxu kKapmMoHHIe,
cepua 1051019, konuvecmeo 20760 ynaxoeox, 200en 00 01.11.2023, npouseodcmea OO0 "I'pomexc", 195279, a.
Canxm-Ilemep6ype, Hudycmpuanshuii np., 0.71, kopn. 2, sum.A, Poccus, xod OKII 2 OK 034-2014 (KIIEC
2008) 21.20.10.253, avanumuyeckui nacnopm NeI'TT-4567 om 04.11.2019 OKK Q0O "I'pomexc”

COOTBETCTBYET TPEBOBAHUAM
JII-004705-150519

JEKJIAPALIAS IPUHSITA HA OCHOBAHHH
pezucmpayuonroe yoocmogepenue JIII-004705 om 15.02.2018 (dama 3amens 15.05.2019) evidano Munzdpasom

Poccuu, cepmughuxam coomsemcmeua NePOCC RULL. "445.K00322 om 24.12.2018 oo 18.12.2020 Opeax no
cepmughuxayuy Cucmem MeHeOlCMEHMa Ka4ecmea accoyuayuu no cepmugpuxayuu "Pyccxuti Pezucmp” (POCC
RU.0001.21TA445), ananumuveckuii nacnopm NeI'TI-4567 om 04.11.2019 OKK Q00 "Tpomexc"

BacuHa E.A.
& .U.0

CBEJEHHUSA O PETUCTPALIUHA

OPT'AH ITO CEPTUOPHUKAIIUH, 3APETMICTPUPOBABLIHV JEKJIAPAIIUIO

Peaucmpayuonnwiii omep POCC RU.0001.11 ®MO3 Opean no cepmugpuxayuu npodyxyuu 000
«Oxpyaicroii yenmp cepmugpuxayuu Cesepo-3anaoy, adpec : 194156, Poccus, 2opod Carnxm-Ilemep6ype,
Ceemnaroscxuii np., 0.2, oguc 413, ogpuc 503, oghuc 505, men/paxc: (812) 380-06-34.

JEKJIAPAITASI O COOTBETCTBHH 3APECMCTPAPOBAHA M POCC RU /I-RU.®M03.B.19197/19
: 06.11.2019

é Porauesa E.I'.

MOAIHCH PykoBoauTeb Oprasa
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SOLOPHARM

000 “I'porexc”

195279, Canxt-Netepbypr r, MHaycTpranbHbid
np-kt, gom Ne 71, kopnyc 2, nutepa A

Ten: +7 (812) 385 47 87 / dakc: +7 (812) 38547 88
www.solopharm.com

NuuenHavs: Ne0023-1C ot 03.08.2019

rOCT P MCO 9001-2015 (ISO 9001:2015) Ns
POCC RU.FA45.K00322 o 24.12.2018 Ao
18.12.2020

AHanuTuueckui nacnopt Ne I'M-4567 ot 4 HosaGps 2019 r.

HaumeHoBaHue: AHMMAAK®, Cpef ANA MECTHOrO NPUMEHEHNA A03MPOBAHHbIA 0,255 mr/posa 176 go3
(30 Mn), chnakoHsl C NOMMO# 1 C HAXKMMHBIM YCTPOACTBOM CO cxnagsisaloweics
kaHionei (1), navku KapToHHble

Homep cepun:
Konuuecrso:

1051019
20 760 ynak.

Mopex go 01.11.2023

WUcnbitauva npoeeaest no:  HY MMN-004705-150519
[Jata npoBefeHNA UCNbITaHWA: 24.10.2019 - 04.11.2019
PeructpaunoHHoe yaocrosepenne: PY NMN-004705 ot 15.02.2018 (nara 3ameHbl 15.05.2019)

MeTunnaparnapokcnbensoar

- beHangamuHa mapoxnopua

Bpems yaep»1BaHus nuka
GeHsnaamuHa Ha XpoMaTorpamme
WUCMLITYEMOrO pacTeopa AOMGO
COOTBETCTBOBATL BPEMEHW
yaepxBaHus nuka GeHauaamuHa Ha
xpomarorpamMme pacrsopa A CO
GeHangaMrHa MapOXNopuaa U
meTvnnaparapokcuberacara
(metvinnapabena)

Bpemna yaepxmsanna nuka
meTunnapamgpokcnbensoara Ha
XpomMarorpamme UCnbITYeMoro
pacTsopa CMHO COOTBETCTBOBATL

HavmeHoBakue TpebosaH1st HOpMATUBHON o
FsaRTara AOKYMEHTaLMM PesynbTarhbl UCALITAHUA
1 2 3
Onucanve Tpospaynan GecuseTHan unu cnerka [lpoapayHan GecUBETHaR NMAKICTL C X3paKTEPHLIM 3anaxom
HRNTOBATAA HUAKOCTL C MATBLI
XapaKTepHbIM 33naxoM MATHI
MoaNMMHHOCTL

Bpems YAEp#uBaHuA nvka OeHswaamuHa Ha xpomartorpamme
MCTIBITYEMOr0 PAcTBOpa COOTBETBYET BPEMEHM YAEPKMBAHMA
nuka GewsugaMmMHa Ha XxpomarorpaMme pactecpa A CO
GenaugammHa MMAPOXNOpWAa ¥ MetunnapamapokcubeHsoara
(MeTUnnapatena)

Bpema YAEPHNMBAHUA NMKA metunnaparvapoxcubensoata Ha
XPOMAaTOrpaMMe MCTLITYEMOro PacTBopa COOTBETBYET BpeMEHu
yACPHMBAHNA nuka meTunnaparuapokcubensoara Ha
xpomarorpamme pacteopa A CO GexavaaMnHa MApOXnopiaa 1

1.4.1,0002.15

BPEMEHU YAEPHMBAHUA KA meTunnaparuapokcubexsoara (metunnapabena)
wmeTunnaparuapokcuberaoara Ha

xpomarorpamme pacteopa A CO

BeHauaaMnuHa MapoxXnopuaa u

meTunnaparapokcubensoaTa

(MeTvnnapabexa)

- JraHon BpeMR yAep¥1BaHNR NiKa aTaHoNa |[Bpems YAEPHMBaHURA Nuka 3TaHona Ha XpomarorpaMme
Ha XPOMATOrPaMME MCTILITYEMOrO  [UCTIBITYEMOrO PacTEopa COOTBETCTBYET BpeMeHi YASPIMBAHUSA
pACTBOpa ACIMKHO COOTBETCTEOBATL [MWIKA 3TAHONA HA XPOMATOrPaMME PAcTEOPA CRABHEHKA
BPEMEHW YAEPHMBAHUA NiKa
3TaKONa Ha XpoMaTorpaMme
pacTEOPa CPABHEHUA

pH 015048070 6.6

POACTBEHHbIE NprMecH

- Mpumecy A Mpumecs A — e Gonee 1,0 % Menee 1,0%

- Mpumecs B Mpumecs B — e Gonee 1,0 % Menee 1,0%

- Mpumecs C Mpumecs C — He Gonee 1,0 % OrcyTeTeyer

- EqunmuHan EAvHUYHAR 0%

HeuaeHTvdumMpoBaHHasa HeuaeHTUMLMPOEaHHAR NPNMECh —

npumMecs He Gonee 0,5 %

- Cymma Cymma HEWIEHTUNLMPOBAaKHBIX 0 %

HeuaeHTHMLMPOBaHHbIX npumeceii — He Gonee 1,0 %.

npumecei

OnHOPOAHOCTE Macthl A03bl  |(Ipenapat AOMKEH BLAEPHMBATL Mpenapar BuiaepiuvBaeT  TpebosaHua '@ X, oeC
TpeGosatva [P XliI, 0PC 1.4.1.0002.15

M

KonuiecTso A03 B yniakoeke |He meHee 88 403 ANA 3assneHHoro  |Bonee 176 403 ANA 3anBMEHHOID obbema 30 mn
oGbema 15 mn
He meHee 176 403 ANA 3aABNEHHOM
F obbema 30 mn
Mukpobyonoryeckan
4UCTOTA (KaTeropus 2):
- OBuee uucno aspobubix  |He Gonee 1042 KOE 0 KOE
Gakrepuit, APONOKEBLIX U
nnecHessix rprGos
(cymmapHo) B 1 mn
- Pseudomonas aeruginosa B |OTcyTcTene OrcyrcTeyer
1mn
- Staphylococcus aureus 8 1 |OveyTcTeune OrtcyTcTeyer

KonuuecraerHoe
onpeaenexve

crpannys 1w 2



1 2 3
- Benaupamina rmapoxnopua (ot 0,236 ao 0,274 mriposa 0,258 Mr/no3a
- or 0,153 go 0,187 mriaos3a 0,173 Mr/posa
Mertvunnaparmapoxcubensoar
- JrvaHon or 11,87 Ao 14,52 mrigosa 12,58 mriposa
(8 nepecyeTe Ha Ge3soaHoe
BELLIECTEO) _
Ynaxoaxa Coorsercraue H[l o 176 A03 (30 M) BO PNAKOHAX NONMMMEPHLIX C NOMNOA ¥ C
1M-004705-150519 HaXMMHLIM YCTPOFCTBOM €O CKNajblBaloleiicR kaHioneid. Ha
chnakoH HakneeHa aTMkeTka ua Gymar.
Mo 1 dnakoHy BMecTe C WHCTPYKUMEA NO  NPUMEHEHWIo
noMelLeHbl B NavKy W3 kapToHa.
|Mapxuposka B cooTeeTcTeum ¢ HA NepevyHan ynakoska
1N-004705-150519 Ha otukeTke AnA  ONaKOHA YKa3aHO. TOBEPHHIA  3HAK
NPeANpPUATUA-NIPOUABOANTENSA, TOprosce HauMEeHOBaHne
npenapata €  NPEAYNPEAUTEensHOA  MapkupoBkod  «®»,
MexqayHapogHoe HernaTeHToBaHHOe HauMmeHoBaHue,

nexapcTEEHHYI0 JOPMY, COAepIEHMe AefiCTBYIOLErD BellecTsa B
nose, o6LeM npenapara B MUMNMNUTPAX, KONMHECTEO A03
ynaKoske, rpadMueckuit anak «S», «3+», rpaduueciii aHaK
pacnbineH1s, HOMep CEpMH, CPOK MOAHOCTH.
HaHecen waeHTMUKALMONKBIA  KOf
0Go3HakeHwe).

Bropu4yHan ynakoska

Ha nauke Ans dcnakoHa YKA3aHo TOProsoe HaumeHoBanne
npenaparta, MEMAYHapOAHOE HENaTeHTOB2HHOE HanMEHOBaHwe,
nexkapcTeeHHaA GopMa, CoAep¥aHUe QECTEYIOWErD BellecTsd B
noze, 06LEM npenapaTa B MWNWMNUTPAX, KONWMEecTeo A03 B
ynakoske, vudOpMaLms O cocrase npenapara Ha 1 Ao03y
(HauMeHoBaHWE KM COAEpXaHWE [EeiCTBYIOWero BelecTsa,
nepedeHs BCNOMOraTentHulX sewects), «Cnocob npUMeHeHUA:
CM. MHCTPYKLMIO MO npumeHeHuio», «anmmbakTepuansHoe W
NPOTMBOBOCNANMTENLHO@ CPEACTEO», rpacdiMueckid 3HaK «S»,
«3+», rpacuyeckuit 3HaK PacnLUNEHWR, YCNOBUA XpaHeHuA,
YCNIOBMA OTMYCKa, MpeAynpeavTensHule Hagnued: «Xpauute 8
HEAOCTYNHOM ANA AeTed Mecte», <He npuMeHaTs nocne
OXOH4YaHUS CPOKa rogHOCTUl», NpeanpPUATUE-NPOVIBOANTEN, €M
TOBapHbIA 3Hak, aapec, Tenediod, dhakc, anpec INEKTPOHHOM
caiiTa, afpec ANEKTPOHHOro CaiiTa ¢ WHdapMaumed o npenapare,
HOMEp PerMCTPaUMOHHOID YAOCTOBEPeHMA, HOMEp CepuM, CPOK
MOAHOCTY, WTPUXOBOA KOR. HaHeCeH WAEHTMUKAUMOHHBIA Koa
(ByxaeHHO-LMcpoBOE 0G03HAuEHME).

(GyweeHHo-Uutposoe

SaxnioueHue: AHMMAaK®, cripeil AN MECTHOro MPUMEHEHMS A03uposaHHbIi 0,255 mriaoaa 176 o3 (30
Mn), hrIaKoHb! G MOMNOMA U C HAXKMMHBIM YCTPOMCTBOM CO CKNaAbiBatoLeca KaHonen 1),
nauky kapToHHbIe, cepus 1051019 cootsercrayer TpeGosanuam HI 1N-004705-150518 no

NPOBEPEHHLIM NoKa3aTensam kayecTea
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