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NEKJAPATIUS O COOTBETCTBUHU |

Haumero6anue opeanu3ayiiy, NPURAGULEN OeKnapayuio o coomeememeuu:

O6ujecmao ¢ 02paHUNERHOU OMEENCINEEHHOCTIbIO "Ipomexc” (OO0 "Ipomexc")

Japezucmpupogano . MedcpationHQR UHCHEKYUA Pedepanbroii Kano2060i cayxcdol Nel S no
Canxm-Ilemepbypey OTPH 1107847033535 om 12.02.2010

Adpec mecma naxosicdenus: 195279, 2. Canxm-ITemep6ype, Findycmpuansnbiii np., 0.71, kupn. 2, qumeps
A, Teneghon: 8(812) 385-47-87

Losepennoe ruyo: Bacuna E.A., dosepennocms: Nel om 09.01.2019

3AABJAET, MTO

Rexapcmeesnoe cpeocmao: Kemoponax-COJIOGapm, pacmaop ONa GHYMPUGERHO20 U GHYINPLMBIIUCING. ¢
sgedenun 30 ma/ma | MI, @MRYAbl U3 OKPAWIENHOZ0 CINERAM C HBEMNOU movkol u racevroli (10), korinyproe
Aveikoaele ynakogky (1), navku kapmonueie, Cepus 010119, xonuvecnéo 47554 ynaxosgok, 2cden do 01.02.2022
npoussvocmea Q00 "Ipomexc”, 1 95279, 2. Canxm-ITemepBype, Hidycmpuansuoiti np., 0.71, kapn. 2, aun. A
Poccua, xod OKI1 2 OK 034-2014 (KITEC 2008) 21.20.10.221, araaumuseckut nacnopm Nel'lf1-23 om
23.01.2019 OKK 000 "I'ponexc"

COOTBETCTBYET TPEBOBAHHSIM
JII1-003884-020817

| JEKJAPAIUSA ITPHHSATA HA OCHOBAHHH
| peIUCIPAIlioNNoe yYOUCINOGEpene JIT1-003884 om 06.10.2016 (dama 3amenst 02.08.2017) ssioano Munadpasc v

i Poccuu, cepmugbuxanm coomgemecmeun NePOCC RU.TA45.K00322 om 24.12.2018 oo 18.12.2020 Opeur i

cCepMupuKAaI CUCIEM MEHEONCMERIA KAYecmea accoyuayuu no cepmugpuxayuu "Pycckuit Pesucimp” POCC
RU.0001.21TA45), ananumuvecxutl nacnopm Nel'll-23 om 23, 01,2019 OKK OQO "pomexc”

S\t Bacuua E.A.
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“CBEJEHUS O PETUCTPALIAN

OPTAH 110 CEPTUO®UKALIMH, 3APETHCTPUPOBABILIHI JEKJIAPAIMIO

Pezucmpayuonneiti Homep POCC RU.0001.11®MO03 Opzan no cepmugyurayuu npodyxkyuu 000
«Orpyaichoil yenmp cepmugpunatjuu Cesepo-3anady, adpec : 194
Ceemnanosckuti np., 0.2, ouc 413, ogpuc 503, ogpuc 503, menjs
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JEKJAPALLIS O COOTBETCTBHH 3APETHCTPHPOBAHA Wb?‘cxug-w}amm B.05529/19

AATA PECHCTPAILIN 24.01.2019

G 1812):380-0634.
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Poravesa L.l .

MONMHCL PyroBoauretn opiakia

e, 2opod Canxm-TTemeptype.
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000 "rporexc”

195279, Cankr-NetepBypr r, MHAyCTpUansHLIA
np-xT, Aom Ne 71, xopnyc 2, NuTeps A
Ten: +7 (812) 385 47 87 / Gaxc: +7 (812) 38547 88

e ¢ S O LO P H AR M www.solopharm.com

NuueHaun: Ne00023-NC ot 23.03.2017
rOCT P MCO §001-2015 (1SO 9001:2015) Ne
POCC RU.FA45.K00322 o1 24,12.2018 a0
18.12.2020

AHanuTHYeckni nacnopt Ne [T-23 ot 23 axusapa 2019 .,

HaumeHoBaHne: Ketoponak-CONOdhapM, pacTeop ANR BRYTPUBEHHOIO U BHYTPUMBILLEYHOrO
speenna 30 mMr/Mn, 1 MN, aMnNynbl 43 OKPaLWEHHOro cTekna ¢ UBETHOM TOMKOW W
Haceuko# (10), KOHTYPHbIE AYEAKOBLIE YNaKoBKK (1), NauKK KAPTOHKeI®

Homep ceprun: 010119 logex go 01.02.2022

Konuuecteo: 47 554 ynax.

WcnwiTanWA npoBeaeHs: no:  [1M-003884-020817

Nata npoBefeHNA HCTbITAHHA: 06.01.2019 - 23.01.2019

PerucTpaumorHoe yaoctosepennue: NM-003884 ot 06.10.2016 (nara aamensl 02.08.2017)

HOBaHM HHUA H TWBHOM -
HaumeHosa e TpeGosaHna HopMaTve PeaynbTatsl HCNLITaHAH
nokaaateneh LOKYMEHTaLAK
i 2 3
Onvcadue Mpoapaynan becuseman wnu MpoIpavHan CrNerka oKpaleHHan XMaKoCTs

£NErXa OKPALWEHHIA MMAKOCT

MNoaMMHHOETE”
- XETOPONAXE TPOMETaMIH | Bpems yAEpXMBaHWUA OCHOBHOMD Bpems YREpWMBAHMA OCHOBHOMD NWka Ha  Xpomatorpamme

fME3 HA XpOMATOrpamme WUCNETYEMOrO PACTBOPA COOTBETCTBYET BPEMEHW YAEDNMBBHWA
| WMCNITYEMOro PacTBOpPa A0MHHO OCHOBHOID NMKA Ha XpOoMaTorpamme pacteopa A CO keToponaka
| COOTEETCTROAATL BPEMENK [TPOMETAMWHE

VAGPABAHWA OCHOBHOMD NWKE Ha
xpomartorpamme pactecpa A CQ
KETOPONAKE T'POM!THMHHB

O BpeMa yAEpWMBAHUA NMKa 3TAHONB (Bpemr YABPHGEAHMA MWKka JTaHona Ha XpoMarorpamme
Ha XPOMATOrPAMME HCNBITYEMOND WCMTYEMOTD PACcTBOpa COOTBETCTBYET BPEMEHM yaepuuBaHua
pacTaopa AOMAKHO COOTBETCTBOBAT [NWKa 3TAHOMA HA XPOMATOTPAMMe PacTBOpa CRaBHERMUA
BPEMBHH YAEPKHBAHWA NKKa
f 3ITEHONA HA XPOMATOrpammMe
PacTEOPA CPABHEHUA

| - xapaxTepHan peaima B Ha |OKDBWMBAHKE NNAMEHM B XENTHIA  [[NaMA OXPALWMBIBTCA B XEMTA UBET

fHATPAK uset
. «apacTepHas pearuvA w3 |OBpasosarme Gencro TEoposmcToro [OBpasyeTca Gencid TROROMMCTHIA OCAATK, HEPECTBOPHUMEIA B
ANOPHLD DCAAKa. HEPACTBOPHMOro 8 [pa3pe/leHHOR B30THOR KACNOTE M PacTOOPUMLIA B pacTacpe
pP3IBEAEHHOM BIOTHOR KHCNOTE W BMMHEKE
PacTBOPMMOID B PRCTEODE AMMMEXE
Ay Npenapar gofoxen Gums [penapaT NPo3pasHLiA
NPOIPAYHBIM
UBETHOETS OnTudeckas nNoTHOCTe Npenapata  |0,0348
He [0MHa NpeBwiwaTs 0,20
pH : O17.0p08,0 74
MeXaHUUECKHE BXNIOHEHHR"
- BHAMMBIE YBCTHUL! Jonxex sbyaepx4eats Tpeboeannn |Bugeprowaet Tpebonamn P/ 42-501-98
! PO 42-501-98
| - HEBUAMMEE HBCTHUL CHeTHO-OTOMETPHNECKHR METOA:  |CHETHO-(DOTOMETPHHECKHIA METOA!

HacTvubt paiMepom PaBHBIM Nk YacTvusl palMepoM PaBHbIM WNW
] npessiwacums 10 Mxm — He Gonee |wenee 6000/amnyna;

5000/amnyna; USCTHUL PAIMEPOM PaBHbIM WK
YacTrub paMepoM paskoiv wnk  [mexee 500/ammyna

npesblwauwmM 25 M — ne Gonee
600/amnyna

wnw

i IMAKpOCKONHYECKAR METOL!
| HaCTUUB! PAIMEPOM DEBHbIM MM /&7
npesoiwaoumM 10 mom - 1e So

3000/2mnyna;
LBCTALL PAIMBDOM PEBHLIM |
NPesLILACUIMM 25 MM = ne
300/amnyna

{IOCTOPOMMME NDMMECH

|- npumecs A He Gonee 0,1%

- npumecs C He Gonee 0,1%

- npumecs O He 6onee 0,1%

| - npumMecs B He Gonee 0,3%

| - eAMHANHAA He Bonee 0.5%

(enAeNTUE HUMPORArHER

! pAMECH

| - CyMMa npumeced He Gonee 1,0% 0.12 %
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A3Bnexaembik 06BEM He MENEE HOMUHAENBHOTD CooTBatcTayer o
BAKTEpHANbHBIE He Gonee 174 E3/mn Cootpercrayer
3IHADTOKCHHE R
CYepunbHOCTD NpenapaTt gomxex Beme Mpenapar crepuacH

CTEPUNbHBIM T
KonwuecTeenHoa ==
onpaneneH1e:
- xeToponaxka TpomeTtamikna [OT 27,0 a0 33,0 mrivn 27,8 mrimn
- 3TaHONA Q0T 99,0 go 121,0 mrimn 105,6 Mrimn

Ynakosxa

B cooTBETCTBUM C
11N-003884-020817

Tio 1 Mn B aMnyrbd A3 OKPBLIEAHOTD CTEXNA € C Lae How 50 |
W Haceuxod, Mo 10 aMyn 8 KOHTYPHOA AYEAKOBOA yMaKoeKe 1|
MNEHKH NONUITHIEHTEPEQTANATHO

Mo 1 KOHTYPHOR AMERKOBOW ynaxoske c 10 amnynasmi Bmecte o
WHCTPYXUMER NO NpuMereHnio Gea cxapuukaTtopa aMnynurors
8 NAMKE M3 KAPTOHE

Maprxuposxa

B cooTBETCTBUK €
NN-003884-020817

MepsiaHan YNaKoB K3 |
Ha JTvKETKE amMynbl YkalaHa TOProeoe HAMMEHOBEHAL |
Npenapata, KOHUEHTPBLMA 8KTWBHOTD  BELUECTBA, ofvem |
NpENapaTa B CAHOA BMNYNE B MWINTMNUTDPAX, HOMED CephM. cpo«|

rogHoCTH. [ONONHUTENLHO HAE 3THKETKE  amnynei ykaaanag

nexapcTaeHHan Gopma 8 pesaxuwu «PacTeop aAns sla w a/.ui
BBEAEHHRAS, HaHeceH WABHTADHKE LV OHHDIA K04 ¢
(GynseHHO-uMdposoe oboiHaderne)

BropH4Han ynaxosxka !
Ha nauxe YyXa3gWo TOPrOBOE HAWMEHOBAHWE nperapeld

MEXLYHIPOAHOE HENATEHTOBAHHOE HaWMEHDAZHME |
nexapCTBeHHaR (OPMA, KOMUEBHTPAuWR BKTHEHOTO BELlECTHE
06bem NpenapaTa 8 OAHOM aMNYNe B MANIKNNTRAX, KOMKIECTUT

amnyn B ynakoske, «CTEpWILHOR, NPEANPHURTHE-NPOUIBOAKTE S
BrOo TOBAapHwA 3nax, aagpec, TenedoH, Pakc  aapec

INEKTPOHHOrO CanTa, CNocod NPUMEBHERKA, NPeAYNpEAHTENbhLIE

HAANHCH: WXPaHMTL B HEAOCTYNHOM ANA AeTed mecre», «He !
NpYeseHATS NOCNE OKOHYEHMA Cpoxka reaHocTal», «lpeBepuT

WUENOCTHOCTL  BMMYNBl  Nepea  MCNONLIDBAHMEMs, ylL onaw

XDBHEHAA, HOMED PeryCTPAUMDHHOTC YROCTDBEPEHWR, ~owci|
CEPHM, CPOK FOAHOCTH, HAKMEHOBAHWE W CORBPNKAHUE BKThEHTT

BElBCTRE, NEPENEHL BCNOMOTaTenbHbix BEWBCTB, YCNOBWA |
QTTYCX3, WTPHXOBORA KOA, HaneceH WIBHTHDHKEUMOHH KOA
(Gyxaerno-unpoace oboinaqenne). ]
[lonOnWWTENBMO Ha Nauky € aMmyNamd C UBETHOW TOHYKOA '
HBCEMKOA HAaHecEHa Hannwck: «Bokpoitwe  amnyner  Ced

'
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NopeIes.

3aknwouenue: Ketoponak-CONOdapm, pacTeop Ans eHYTPMBEHHOTO W BHYTPHMBbILIEYHOTO BBELSHUA 30
Mr/mn, 1 MR, aMnynbl U3 OKPELIEHHOrO CTEKNA C LBETHOR TOHKOM U Hacewkon (1 0),
KOHTYPHbI8 RYEAKOBLIE YNakoBku (1), Na4kk KaPTOHHLIE, Cepva 010119 cooTBeTCTBYET
tpeGoeaHuam NM-003884-020817 no NpoBepeHHbIM NoKa3IaTeNAM kavecTaa
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