ad SOLOPHARM

AHanWTHYECKWA nacnopT

HaumenonaHue: Harpus xnopua-CONOdapm, pa
(Nonudnak EH) (20), rochpokopo

Homap cepun: 8260720

Paamep cepuun: 2 235 yna. / 44 700 cnak.
WMcnbITaHWRA NpoBeAeHb! No: NN-002485-040419

Jara nponasoacTea:

06.07.2020

[laTa NnpoBeAeHHA NCNbITaHWA: 07.07.2020 - 22.07.2020

PerncTpauMoHHOe YAOCTOBEReHMNE: nn-oo

000 “rpoTekc”

195278, CankT-MNeTepbypr 1, WHAYCTPHAnbHbIA

np-KT, AoM Ne 71, kopnyc 2. nutepa A

Ten: +7 (812) 385 47 87 / daxc: +7 {812) 385 47 88

www.solopharm.com

NMuyenana: Ne0023-NC o 03.09.2018
rocT P UCO 9001-2015 (ISO 9001 2

’

bis) Ne

POCC RU.MA45 K00322 ot 24,12.2018 A0

18.12.2020

Ne ['M-2621 oT 22 wions 2020 r.

craop ans Kty 0.9 %, 400 mn, nakoHbl
6 XKapTORHbIA, ANA CTAaUNoHapos
"'onew ao 01.08.2025

2485 o1 03.06.2014 (4aTa 3amehsl 04.06.2018)

HawmeHosaH Ba aTUBHON .
eHoBarne TpeGosaHiA HopM PeaynbTaTi CNbITaHMi
nokasarenew ACKyMeHTaLWUW
1 2 3

Onucaxme Mpo3apayHan GecuBaTHAR XMAKOCTL Mpospautan BeCUBSTHAR XMAKOCTS

MoANWHHOCTS!

. xapakTepHas peakuma b Ha |OKpaLIMBAHWE NNAMENH B wentsiil  |[Tnama okpawuBsaeTCH B enTuid user

HATPWA user

- XapakTepHan PEaKUMA Ha O6pajosanne 62n0r0 TROPOMMCTOrD O6pasyerca Genwii TEOPOMUCTLIR OCAA0K, HepacTBOopWMbIA B

XNopuabl ocapka, HepacTBOPUMOro & a30THOW |A3DTHOW KWCNOTE paaseaeHHoR 16% » pacTBOpHMbIA B PacTBOPE
KMCnoTe palBeneHHon 16% u ammMuaka 10%
PacTBOPUMOTD 8 PAcTBOpe aMMHuaKka
10%

MpoapavHocTe Npenapat AcnwaH bbiTh penapar npo3paiHeIv
Npo3paqHuiM MM BABPKMBATL
cpaBHEHUE C ITANOHOM |

LiseTHOCT MpenapaT AonweH Beits Mpenapar HecuBeTHLA
BecuBe THEM

pH Or50807.5 5.6

MEX3RUUECKVNE BKIIHBHUR!
-« BUAMMBIE 4ACTULbI

« HEBHAWMBIE YACTUL!

TpeBosaxva MY P,
Q®C.1.4.2.0005.18

10 Mxm » Gonee He NpeBLILLasT
6000, CPEAHeE YACND 4acTHY
pasMepom 25 Mk w Bonee He
npesbiluasT 600

[Inf Npenapata ¢ HoMWHaNbLHLIM
ofbemom Gonee 100 MN: B OAHOM
MUNMWIMTPE CPEAHeE YNCND HacTHY
paamepom 10 Mkm v Bonee He
npesblWwaeT 25, a cpeanes Yucno
4aCTWL PaIMepoMm 25 Mkm v Bonee
He nNpeBbiuasT 3

wnv

|MMKpOCKONAHECKUA METOA

\lna npenaparta ¢ HOMUHANBHLIM
aBneMom 100 MN 4 MEHEE: B DAHOM
hNaKOHe CPeAHEe WWCNOo 4acTiL
paamepom 10 Mkm W Gonee He
npesbayaeT 3000, cpegHee YMCno
“acTuL pasmepom 25 MM v Gonee
He npeesiwaeT 300

[INR Npenapara ¢ HOMAHaNLHLIM
ofwamom Gonee 100 Mn: 8 0AHOM
MUNNUNATPE cpeaHes YACNO YacTry
paamepom 10 mxm u Gonee He
npeasiuadeT 12, a Cpeaxse YNCno
uacTuL) pamepom 25 Mxm u Gonee

CUBTHO-POTOMETRULECKIIA METOA CuETHO-POTOMETPUUECKUA METOA
ina np Ta C HO NbHbIM ins ofvema > 100 mn

o6BeMom 100 Mn: B 0aHOM dhnakoHe |HacTHus! pasMepom 210 mxM —~ mexee 25/mn
CPeAHee YHCNO YACTHU PAIMBDOM YacTuusl pasMepoM = 25 MkMm - menee Imn

MpenapaT AONMEH BoiaepxxaaTte Buigepuveaer Tpedosakmna Mo PO, 0®C.1.4.2.0005.18

He npeBuiiaeT 2
BoccTasasnusaouine He Gonee 1.0 mn ‘Mesee 1,0 Mn
BEWBCTBa
Tornomenwe B YD-obnactk _[He bonee 0.1 0,05
Waenexaembii 00LEM He MeHee HOMMHAIbHOTO CooTeeTCTBYET
Trxenwie Metanns! He bonee 0,0001 % Menee 06,0001 %
BaxrepuansHeie He Sonee 0,25 ES/Mn CooTtseTtcreyer
3IHAOTOKCHHBI
AHOMANLHER TOKCHUHHOCTD Mpenapart gonxaH deiTe Mpenapar HATOKCUYEH

HBTOKCHYHbIM

crpana 1 ma 2




1

2

CTepHnbHOCTD

Mpenapat aonweH BkiTe
cTepUNuHbIM

Mpenapat cTepuner

KonwuuecTeeHHOE
onpeaeneHue

018,620 9,4 McB 1 MI

9,2 Mr/Mn

\ Ynakoexa

B cooTaeTcrem ¢ HI
NN-002485-040419

No 400 mn B0 QnakoHel nonwnpanuneHoasie (He conep»at
NBX), wa nonuaponvneHa Ans MHYINOHHBIX ¥ VHBEKUWOHHBIX
npenaparce. !

Twn 2 (Monwcpnak EH) - ¢nakoHn © CAMOCTAAAIOWAMCR
KOpHYCOM, CO WKanoW W nemned aepwatene, W FONOBKOR,
npenHaIHaNeHHon Ans NPHCOEARHERNR craHaapTHoR
UHCDY3KOHHOR CHCTEMb!. Kawqu hnaxo 3aKp.iT KPBRUKOW.

[lnR crauvwoHapose: 20 dnaxoHos nQ 400 wn emecte C
UHCTDYKUMER NO NPUMEHEHAIO B KOMUUECTBE PABHOM KOnuuecTay
bnakoHos, B rocppoxapobie w3 kapToHa.

MapkspoBka

5 cooreercraw ¢ HO
NN-002485-040418

MepBU4HaA yNnakoeka

Ha amuxeTke (DnakoHa ANA CTAUMOHAPOB YKA3AHO Ha3BaHUE
nponIBOAVTENS, Ero ToBapHLA 3HAK, aapec, Tenedon, (akc,
anpec  INEKTPOHHOro cailta, TOproBO@ HavwMeHOoBaHWe
npenapata,  «HaTPHA  XIOpHAY, nexapcreedHan  (opma,
KOHUEHTPaUWA, 0DBEM npenapaTa 8 MANNUANWTAX, MHQOPMaUMA
0 CoCTage npenapa'ra, TaOpBTVNeCKOE JHaverne DCMDI‘\EPNOCTM
{MOcmin), «CTepunbHO», WBHYTPWBERHO ", «Gnoco
NPAMEHERMA: CM. WHCTPYKUMIC N0 NPUMEHEHWKO=, YCNOBRMA
xpaHeHus. «He NpUMEHATs NOCNE OKOHYBHWR CPOK3a roamocTrin,
«XpaHuTe B HBAOCTYAHOM AN neveid mecres, «[oNycx3eTCA
aaMopaxmsanve  Npy TPAHCNOPTHPOBAHWW . «MpoaepnTL
LENOCTHOCTE (PNAaKoHa nepes UCNONb30BAHNEM™, rpachH4eckni
JHaK «S», HOMBD PErMCTPALMOKHOIO YAOCTOBEDEHUS, HOMEP

fcepiu, Cpok roaAHOCTH.

Ha grukeTke nakoHa ANA crauvoHapos  AONOMHATENBHO
yKkaIaHO «[1NA CTALMOHAPOS™, «TONVGNAK= WTPHXOBOH KOA.
Bropuunan ynakoaka

Ha 3TMKETKE YNakoBKW ANA CTAUNOKapos yKa3aHo HaloaHwe
Npov3BOAWTENR, ero ToBapHLIW 3HAK, aApec, venechaH, ake,
afpec  3NEKTPOHHOro canra, Toproeoe HAMMBHOBAHNE
npenapara, «HaTpHA xnopuan,  NEXApCTBEHHARA opma,
KonueHTpauns, ofwem npenapara & MHNNMNUTREX, UHOPMALNA
o cocrase Npenapara, TeopeTWNeckos 3IHAMEHUE CCMOMAPHOCTH
(MOcw/n), «CTepHunsHO®, «BHYTRMBEHHOY, «Cnocob
NPUMEHEHUA:  CM. WHCTPYXUMIO NO npUMEHEHWIOY,  YCNIOBKA
xpaHeHun, «He NpMMBHATL NoCne DKOM4aMnA Cpoxa roaHoCTU!n,
«XpaHUTL B HEBAOCTYNHOM ANA pevev mecter, «[lonycxkaercs
JamopaxuBanie  Npu TPaHCropTMPoBankU ™, «TpoeepyTe
LBNOCTHOCTE (bnaxoHa nepsea WCNONL3OBAHKEM !, rpadrHeckui
JHak «Sn, HOMEP PEernCTPaLUMOHHCTO YADCTOBEPEHUR, HOMEP
cepum, CpoX FTOAHOCTH, WITPHXOBOM KOA.

Ha 3TMKeTKe ynakoskw ANR CTaunoHapoB  AONONHUTENBHO
ykasano «MONUGNAK, «AMCTPYKUMR NO NPUMEHEHAIO BHYTPM
TPaHCNOpPTHOR  Tapkin, «fna  crauvoHapoB, KOMWYECTBO
NaxoROB.

ApaHeHue

B cooteetcrend ¢ HA
NN-002485-040419

Tpw TeMneparype He Bbie 30°C -

CpoK fOAHOCTH

B cootseTcTewd ¢ HI
f1N-002485-040418

5net

JanoveHne; HaTpua xnopua-
EM) (20), rochpoKopo
rpeGosanusm N1MN-00248

HauanbHuk O

CONOdapm, pacTeop ANA wHepy3uia 0,9 %, 400 mn, cnaxors (Nonudnak
6 KAPTOHHBIA, ANA CTAUMOHAPOB, cepun 8260720 cooTBETCTBYET
5-040419 N0 NpoBEPEHHbBIM NOKa3aTeNAM kavecTea

~

A—iauanbnm A@M—— Bonkosa E.A.  Havaneumk MBI Wywosa E. E.
e ik
dAced e Amurpuena T. A NRETTI

.-

cipawaua 2 w3 2




apmMauesTHECKAR PazpelueHue Ha BbINYCK CEpuu nc

cUcTema Kavectea Bepcusa 1
Q00 «FpoTeKkc» P3-6-CTN-10.01-0025-2018/3 )
- 000 "MpoTekc"”
ad SO LOPHAP‘M PaspeweHune Ha BbiNyCk Cepun nc

Ot 23.07.2020

HawmeroBarwe npoaykuun: Hatpua xnopua-COJOdapm, pacTsop ANA WHdyaun 0,9 %, 400 mn,
chnakorbl (Monudnak EH) (20), rodpokopob KapTOHHBIA, ANA
cTaunoHapoe

Homep cepuw: 8260720

[lata npou3BOACTBA: 06.07.2020

Moper Ao: 01.08.2025

Paamep cepuu: 2 235 ynak. / 44 700 pnak.

KonuuecTso K peanuaaumm: 2 234 ynak. / 44 880 dnak.
BbinycK NpoAy KU 0CYLLECTBNAGTCA cornacko H: IN-002485-040419

Ananutvueckuit nacnopt Ne: MM-2621 o7 22.07.2020

FoToBas NpoayKuvs TpeGoBaHUAM HO: CoorseTcrayeT D He cooTBETCTBYET
3aknoueHue
Peanuaauna rotosoi NpoayKunn PaapelueHa D‘He pa3pelueHa

YnonHoOMoYeHHoe NuLo:

KYI]IHAPEBA TB /no.qnuu




