HaumeHosanne: Hatpua xnopna-CONOdapm, pacTeop ANA HHYIuA 0,9 %, 400 Mn, hnakoke!
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AHanuTuueckui nacnopr Ne MM-3157 ot 28 aBrycra 2020 r.

{(Nonudpnak EH) (20), repokopob KapTOHHbIA, ANA CTAUWMOHapoB

Homep cepuu:
Paamep cepum:

9730820
2 283 ynak. / 45 660 cnax.

WenbitaHua npoaeaeHbl no:  /IN-002485-040419

[aTa nponasoacTea:;

[laTa NpoBeAeHWUA UCALITAHWUK:

11.08.2020

12.08.2020 - 28.08.2020

ropex aec 01.09.2025

PerucTpayuoHHoe yaocTosepenue: J1N-002485 ot 03.06.2014 (nata 3ameHbl 04.06.2019)

HaumeHoBaHwe TpebosaHus HOPMATUBHON .
nokasarenei AOKYMEHTALMN . FasyARTATH REEITEHAY
1 1 2 3
I Onncanne TIp03pauHan GecUBETHAR KMAKOCTL | [1po3pasHan GecUBeTHaR ¥MAKOCTL
MognNUHHOCTE:
- xapakTepHas peakusn b Ha |OkpalwMeaHie ANaMBHN B XeNTbiA MNamn OKPALWMBBETCA B XEIMTbIA UBeT
HaTPpUA useT
. xapakTepHas peakuva Ha  |OBpasoBaxue SENOFC TBOPOXWUCTOMO OGpasyetcR Gensi TBOPOWWCTbIA CCBAOK, HEpacTBOPUMbIA B
X10pMabl 0capKa, HePaCcTBOPMMOro B 830THOW |830THOM KUCNOTE palseneHHon 16% W paCTBOpMMBLI B pacTeope
xucnore paseenenHon 16% v ammuaka 10%
pacTBOPWMMOro B PACTBOPE aMMUaKa
10%
Mpo3paurocTs MNpenapar AoNXeH BuiTo MpenapaT Npo3pPauHbIA
NPOIPaYHEIM WK BoylepXuBaTh
CpaBHEN®E C 3TAN0HOM |
L{seTHoCTs Tpenapat AonweH bems Tpenapar BECUBETHbIA
GecuBeTHLIM
pH 7500075 56

TMexaHnieckue BKNMOHBHUS:
- BUAUMBIE Y3CTULLI

- HEBWAKMbI@ HaCcTHLb!

MpenapaT A0NXeH seiAepxueaTs
rpebonanur [0 PO,
O®C.1.4.2.0005.18
CuBTHO-HOTOMETPHHECKVA MBTOA
[lnR npenapara ¢ HOMKHENbHLIM
obvemom 100 mn: B 0AHOM hnakone
cpeaHee YUCNO YaCcTKY PaaMepom
10 mxmM 1 Bonee He npesbilLasT
6000, cpefHes YMCno 4acTuy
paamepom 25 mkm u Bonee He
npeeiwaer 600

[1ns npenapara ¢ HOMUHEBHbIM
o&vemom Bonee 100 MNn: B OAHOM
MWINUNATRE CPERKEE YACNO “acTUL,
pasmepom 10 MkMm u Gonea He
npesbiWaeT 25, a cpeaHee YMCNo
YacTuy paaMepom 25 mum 1 Gonee
He npesbiwaeT 3

wnu

MUKDOCKONWHECKMIA METOR

ns npenaparta C HOMUKANBHBM
obbemom 100 MN U MaHee: B O[HOM
thnexoHe CPEAHEE YMCNO0 HacTUY
paamepom 10 mxm u Gonee we
npeswsiwaeT 3000, cpeaHee |Mcno
qacTuu paimepom 25 Mxkm v Bonee
He npesoiwaer 300

[INR NpenapaTa ¢ HOMUHANBHEIM
ofwemom Gonee 100 M. 8 OAHOM
MUNAUNUTPE CPBAHEE YUCND HacTUY
paamepom 10 mkm u Bonee He
npessiwaer 12, a cpegHee Yucna
yacTwy paamepom 25 Mxm 1 Gonee
He npesbiwaer 2

CHEeTHO-(DOTOMETPHHECKIA MBTOL

Ons 06vama > 100 mn

YacTuys pasmepom 2 10 Mkm — maree 25/mn
YacTuibl pasMEPOM 2 25 MKM — MaHee 3/Mn

BolaepxupaeT TpeGosanun P PO, OdC.1.4.2.0005.18

HETOKCHYHbIM

Boccranasnusanme He Gonee 1,0 Mn Menee 1,0 un
BeulecTaa

Nornotwenwe B Y®-ofnactn  |He Gonee 0,1 0,0015

Wapnexaomei 06veM He MeHee HOMWHABHOM CooTsercrayeT
Taxenoie Maranns Ha 6onee 0,0001 % Menee 0,0001 %
BaxrepuancHbie He 6onee 0,25 E3/Mn CooTeetcTayer
IHL,OTOKCHH

AHOMBMbH3A TOKCHYHOCTD Mpenapar gonxen OwiTo MNpenapat HETOKCUYEN

CrepunpHOCTY

Npenapar gonxeH biTb

CYBPUMbHbIM

Mpenapat cTepvneH

crpammud ' Wy 2
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KonwuecTeaHHoB
onpesensHue

QOrg6a094mretmn

9,3 mrimn

Ynakoaxa

B cooteercTenmn ¢ HI
NN-002485-040419

Mo 400 Mn B0 NAKOHE NONUAPONHNEHOERIS (He cogepwaT
NBX), u3 NONUNPONWNEHa ANA WHYIUOHHBIX ¥ MHBOKLMORHBIX
npenapaTos.

Tun 2 (Momwpnax EH) - cnakoss © camocnapaioluuMca
XOpNycoM, CO WKAnoA u neTnei aepKarenaM, 4 rOnoBKORA
npeaHasHaYeHHOW ana NPUCOSAUHEHKA CTaHnapTHOA
PHEDYIMOHHOA CUCTBMBI. Kaabiii hnaxoH 3aKpe!T KpbILKOA.

Ons crauwonapos: 20 dnakowos no 400 MmN emecre C
MHCTPYKUMEN N0 NPUMEHEKW0 B KONUUECTBE PABHOM KONU4ecTBy
thnaxoros, 8 roppoxopole W3 KapToHa.

Mapkupoaka

B cootseTcTaqM ¢ HfY
NN-002485-040419

MNepsu4Han ynakoeka

Ha atukeTxke ¢hnakoHa ANA CTAUMOHAPOB YX33BHO HalBanue
npou3BOAMTENSA, ero TOBApHLI 3HaK, aapec, TenedoH, gaxc,
SApEC  ANEXTPOHHOrO  C3ATa,  TOProsoe HBWMEBHOBAHWE
npenapara, «HETPMA  XNOPWA»,  NEKApCTBEHHAR dopma,
KOHUEHTpauuA, ofbem nNpenapata B MUMANUNMTPax, WHOPMaLMA
0 COCTABE NPEN3paTa, TEDPETUUECKOS IHAUEHUE OCMONAPHOCTHU
{mCcw/n), «CTEpUnBsHO, «BHyTpUBEHHON, «CnocoB
NPUMEBHBHUMA. CM. WHCTpYXuWlO no NpUMEHEHWO=,  YCNOBHA
xpaHeHun, «HB NPUMEHATE NOC/IS CHOHYBHKA CPOKA rOAHOCTHI»,
«XpaHuTE B HEAOCTYNHOM ANA ABTEW MecTen, «[lonycxeeTcA
JEMOPaXVMBAHKE  MPWU  TPBHCNOPTHPOBaNHWM», «[TpoBepuTs
LenocTHOCTs hNaKoHa NEPEeA MCNOMbLI0BAHWEM™, rpachuuecKkAR
apax «S», HOMED PEerMCTPAUMOHHOO YAOCTOBEPEHWRA, HOMEp
cepww, CPOK  rOAHOCTA,  HBHBCBH MAEHTWDMKBUMORHBIA
(6yxeeHHO-LbpoBOa 0603HaNEHWe) KOA.

Ha amvkeTxe dhnaxoHa ANA  CTAUMOHAPOS AONONHUTENbHO
ykasaHo «[na crauncHapoes, «MONMUONAK LTPHXOBOH KOA.
BropuqHan ynaxkoexa

Ha 3TMKETK® YNBKOBXW ANA CTAUMOHAPOB YKA3aHO HAIBAHWE
NPOUIBOAMTENA, ero TOBAPHLIA 3HAK, aapec, TenedoH, akc,
anpec 3NEKTPOHHOrG  CadTa, TOpropoe HaHMEHORIHWE
npenapata, “HBTPWA  XNOPUA=,  NeKapCTBEHHAaR opma,
KOHUEHTPALMA, O6LOM NPENAPATA B MUAMMAWTPAX, HHEOPMBUWA
0 cocTame npenapara, TEOPETUHECKOe JHAYEHWE OCMOMAPHOCTU
{mOcm/n), «CTepunsHo», «BHYTPUBBHHO®, «Cnocob
NPMMEHEHWA. CM, WHCTPYKUMI) NO NPWUMEHEHMIO», YCROBWA
XPBHEHUA, «He NpuMeHATs NOCNE OKOHYBHWA CPOKA rOAKOCTHI v,
«XpaHuTh 8 HEAOCTYNHOM ANA QeTen Mecte-, «flonycxaeTcA
JBMOPAKWBAHWE NPW  TPAHCTOPTMPOBaWuw»,  «[lpoBepuTs
LENOCTHOCTE (DNaxoHa Nepea WUCNoNbIoBAHUEM», rpacvHecKkui
aH@K wS», HOMEp PBrUCTPALMOHHOrO YACCTOBEPEHWRA, HOMep
cepud,  CPOK  FDAHOCTW,  WITPUXOBOA  KOA,  HaHecaW
MASHTIDHKAUVOHHEIR (ByKBEHHO-UubpoBoe o6o3HaueHue) XoA.
Ha 37exeTke yNEKOBKW [NA CTAUMOHEPOB  AONOMHATENBHO
ykazano «MNONUGNAK», «UHCTPYKUMA NO NPUMEHBHHIO BHYTDM
TpancnopTHoW  Tapeln, «[nA  CTAUMOHAPOBY,  KONMMWECTBO
drnaxoHoB.

XpaHenne

1B cooTeeTcTBMM C H,
NN-002485-040419

Tipw TemnepaType He soiwe 30°C

CpoK roAHOCTH

B cooteetctend c HA
NN-002485-040419

5 naT

3aknioyeHue: Hatpus xnopua-CONOdapm, pacTeop ANA H(y3ni 0,9 %, 400 mn, dnakoHsl (Monwutnak
EH) (20), rotbpoxopob KapTOHHEIA, ANA CTAUKOHAPOB, CBPUA 9730820 cooTBETCTRYET
TpeBosarnam NMN-002485-040419 no nposepeHHbIM NokasaTenam Ka4ecTsa

Hauanekuk AN__

HauanbHuk OKK

muTpuesa T. A.

/ Bonkoea E. A. Ha4anoHuk MBI / Kyxoea E. E.
542
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hapuauesTHIECKaA Pa3pelexne Ha BbINYCK Cepuu nec Bepcus 1

cucTema KavecTBa . _
000 «FpoTeKc» P3-5-CTI-10.01-0025-2018/3

- 000 "T'poTekc”
ndl SOLOPHARM Pa3speuieHye Ha BbINYCK Cepun nc

Ot 31.08.2020

HauMeHosaHWe npoaykuuu: HaTpus xnopua-CONOdapm, pacTeop ANA uHdyaui 0,9 %, 400 mn,
chnakoHsl (Monudnak EH) (20), rocppokopob KapTOHRHbLIA, ANA

cTayvorapos
Homep cepwvu: 9730820 .
[laTa npon3BOAcCTBa: 11.08.2020
fopaeH po: 01.09.2025
Paamep cepuu. 2 283 ynak. / 45 660 dnak.

KonuuecTso k peanusauuv: 2 282 ynak. / 45 640 dnak.
Bbinyck NPOAYKUMM OCYLLECTBIAGTCA COrNacHo Hfl: NN-002485-040419

AHanuTuueckuid nacnopt Ne: IM-3157 ot 28.08.2020

Fotosan npoaykuma TpeGosanuam HA: CooteeTcTBYET D He cooTBeTCcTBYET
3aknoyeHve
Peanu3sauuws roToBoi npoayKkunn: PaspelueHa He paspeuweHa

YnonHOMOYEeHHoe Y0!

KVIIIHM’EBA IB / NOANACE

N



