ad SOLOPHARM

HaumeHnoBaHue:

Homep cepuun:
Paamep cepum:

WcnbiTaHua npoBeaeHb! No:
Hara npon3sopcTsa:
[arta npoBefeHus UCNbLITAHMW:

000 "Iporekc”

195279, Canxr-Tetepbypr r,

WHaycTpransHei np-kT, gom N2 71, kopnyc 2,
nutepa A

Ten: +7 (812) 385 47 87 / ®akc: +7 (812) 385 4
www.solopharm.com

JluueHans: Ne0023-N1C

IS0 9001:2015
Ne 20.2074.026 ot 30.12.2020 po 09.12.2023

AHanuTtuvyeckui nacnopt Ne I'M-1208 ot 28 anpens 2022 r.

Kanbuusa rmokoHar-CONOdapm, pacteop ANst BHYTPUBEHHOIO U BHYTPUMbILLEYHOMO
eeegerust 100 mr/mn, 10 mn, amnynel u3 cTekna (5), KOHTYPHbIE AYERKOBbIE YNakoBKu (2),

navykyu KapTOHHble
030422

9 501 ynak.

HL NN-004435-010920
11.04.2022

13.04.2022 - 28.04.2022

PernctpaunonHoe ynoctoBepenwe: JI1-004435 ot 29.08.2017

MNogen go:31.03.2025

Hameuoaamfe Tpebosanna HopMaTUBHON PesynsTarhl UCMbITaHHil
noKasareneu AOKYMEHTauuu
1 2 3
Onucanue MpoapauHan GecuyseTHas unw cnabo okpalleHHas Mpoapauxan GecuseTHan KUAKOCTL
XUAKOCTb (C KOPUYHEBATbIM OTTEHKOM XWAKOCTb)
MoanunHoCTL
- TNIOKOHATbI [LomxHo HabnioaaTbCca CBETNo-3eNeHoe okpawnsanue |HabnopaeTtca ceeTno-3eneHHoe okpawusaHue
- Kansuui O6pasyercs Genblit 0ocajok, HepacTBOpUMbIA B ykcycHow |{OBpasosancs Genbiih  0CafoK, HepPacTBOPUMbIA B
kucnote passegenHoin 30 % u ammnaka pactsope 10 %, |ykcycHoin kucnote pa3sepenHon 30 % w ammuaka
pPacTeOPUMbIA B pa3BeAeHHbIX MUHEPanbHbiX kucnotax. |pacteope 10 %, pacTteopuMblii pa3lsefeHHbIX
MUHEPanbHBIX KUCNOoTax.
MpoapauxocTe Mpenapar gomkex GbiTh NPoIpavHbiM lMpenapar npoapayHbii
LigeTHocTh Mpenapar gomxeH GbiTh BecUBETHLIM NNK Mpenapar GecuserHbi
BbIAEPXUBATL CPAaBHEHWE C aTanoHoMm B7
pH 0r6,0808,2 6,3
MexaHuyeckue
BKNIOYEHWA:
- BUAUMBIE yacTuusl  |Mpenapar gomkeH Boigepxusars TpeGosavus M® PO, |Mpenapat soigepxwsaer Tpebosanwus [ PO,
O®C.1.4.2.0005.18 "Buanmele mexaHuueckue O®C.1.4.2.0005.18
BKNIOYEHUSA B NEKAPCTBEHHbIX (hopmax Ans
NapexTepansHoro NPUMEHEHWS U rMasHbIx
nekapcreeHHbix hopmax”
- HEBUAUMBIE Mpenapar gomkeH Bbigepxusate Tpeboeanua P P,  |Mpenapar suigepuBaeT Tpebosavus O P,
YacTuybl O®C.1.4.2.0006.15 "Heangumbie mexaHuyeckue 0O®C.1.4.2.0006.15

BKMIOYEHUA B NEKapCTBEHHbIX hopmax ans
napeHTepanbHoro NnpuMeHeHna"

Wasnekaembiit 06vem

He meHee HOMWHANLHOrO

He meHee HOMUHANbLHOro

BakTepuanbHbie He Bonee 16,7 EQ/mn Cootsertcrayer

IHAOTOKCUHBI

CTepUbHOCTb lpenapar AomxeH ObiTe CTEPUIbHBIM Mpenapar cTepunsHbiin

KonuuecreenHoe Copepxanue 8 1 Mn npenapara: 8,8 mr/mn

onpeageneHune Kanbuuin-vona ot 8,5 g0 9,4 mr

Ynakoska Mo 5 wunu 10 mn B amnynel (MonuTeucT) ua nonuatuneHa (Mo 10 mn B aMnyns! U3 GECUBETHOTO CTeKNa.

HW3KOW NNOTHOCTU UNK NONUNPONUNEHA,
cooTeeTcTByOWero Tpebosanuam Espo-neickoin
Dapmakoneu kK NONNM3TUNeHy Ans napeHTepanbHbix
nNpenaparos, CO CKPyUMBAIOLWMMCH KONNavykoMm Ans
GeabironsHoro 3abopa npenapara, unu B amnynsl U3
GecuBeTHOro N OKPaLLEHHOro CTekna.

Mo 10, 20, 50 wnu 100 amnyn U3 NONUATUNEHA HUIKOW
NNOTHOCTU UNKU NONUNPONUNEHa BMECTE C UHCTPYKUUen
NO NPUMEHEHUIO B NauKe U3 Kap-ToHa.

Mo 5 amnyn U3 cTekna B KOHTYPHON RYEWKOBOW
YNAKOBKE W3 NIEHKU NONUBUHUNXNOPUAHON UNK
nonuaTunexTepedTanaTHon ¢ NNEHKON NONUMEPHOW
wnwu honNbron anlMUHMEBON nakuposanHon unu 6es
NNEeHK NONUMEPHON U onbLru anioMUHNEBON
NakMpoBaHHOW WNK B (hopme U3 KapToHa C AYENKaMu
ANA yKNagku amnyn.

Mo 2, 4, 10 unwn 20 KOHTYPHBIX AYEHKOBLIX YNAKOBOK WK
hOpM W3 KaPTOHA BMECTE C UHCTPYKUMER No
NPUMEHEHWIO U CKapUUKaTOPOM amnynbHbiM unu Ges

HEro B naJke u3 KapToHa

Mo 5 amnyn u3 CTekna B KOHTYPHOW RAYERKOBOW
YNaKoBKE W3 NNEHKN NONUBUHUNXNOPUAHON.

Mo 2 KOHTYpHblE RYEWKOBLIE YNAKOBKW BMEcTe C
WHCTPYKUMEW NO NPUMEHEHWIO B NaYKe W3 KapToHa.

crpanmuya 1 wa 2



[ 1 2 [ 3

rMapmpoaua MepeuyHasn ynakoska MNepeudHan ynakoska
Ha amnyne (MonuTBKCT) U3 NONUATUNEHA HUIKOW Ha arukerke amnynbl U3 CTEKNa YyKasaHo Toprosoe
NAOTHOCTH U NONUNPONUNeHa yKassisaloT HauMeHoBaHue npenapara, KOHUEHTpauua
TPYNNUPOBOYHOE HAWMEHOBAHUE, KOHLEHTPaLWIO AeicTeyloWero sewectsa, obbem npenapara 8 OAHOW
neiicTeylowero seuiectsa, o6bem npenapara B OAHOR  lamnyne B MUNAMAWTPAX, HOMED CEPUM, CPOK FOAHOCTH,
aMnyne B MUNNUNWTPAX, HOMEp Cepun, CPOK MOAHOCTU.  [HaHEeCeH WMAEHTU(DVKAUMOHHBIA KoA
Ha aTukeTke aMnynbl uNu Ha amnyne ua cTexkna (BykseHHo-umudposoe obosHaueHue).
yKa3biBalOT TOPrOBOE HaUMeHoBaHue npenapara, Ha aruketke amnynel u3 cTekna AONONHUTENBHO
|KOHUEHTpaUKMIO AEHCTBYIOLIErO BeecTsa, 00bem yka3aHa nekapcreeHHan dopma B pefakuun «Pacreop
npenapara 8 O4HON amnyne B MUAAUANTPaX, HOMep ANA B/B 1 B/M BBEACHWA».
Cepuun, CPOK rofIHOCTH. BropuuHan ynakoeka
Ha atukeTke amMnynbl A0NYCKaeTCA HaHeCeHue Ha nauke yka’saHo TOpProBoe  HaumeHoBaHue
uaeHTUUKaumorHoro koaa (GykeernHo-undposoe npenapara, rpyNnNupoBoOMHOE HaumeHoBaHue,
oboanavenue). nekapcTeeHHan (opma, KOHUEHTPaUWA AENCTBYIOWEND
Ha atukeTke amnynbl U3 CTEKNa JOoNoNMHNTEeNbHO pewlecTea, ofbeMm npenapara B8 OAHOW amnyne B
YKa3LIBAKOT NeKkapcTBEHHYIO (hopMy B peaakumuu MUANANWTPAX, KONWYECTBO amnyn B  YNakoBke,
«PacTeop AnA B/8 ¥ B/M BBEAEHWAN. wHpopMauma o0 coctase  (HauMeHoBaHue W
BropuuHas ynakoeka cofiepXaHue AeicTBYyIOWero BelecTBa ¥ nepeyeHs
Ha chonbre aniomMuHUeBoi NakupoBaHHOW yKasbiBaoT BCNOMOraTenbHbIX BellecTs),
TOpProsoe HaumMeHoBaHWe npenapara, KOHUEHTPauwio npeAnpuATUE-NPOU3BOAUTEND, €ro TOBapHbIW 3HaK,
fnencTeyoLero sewecrea, obbem ogHow amnyne aapec, TenedioH, akc, aapec INEKTPOHHOrO canTa,
MWUNNUAWTPAX, TOBAPHBIA 3HAK rpaudeckuit 3Hak «S», «Cnocob npuMeHeHus: CM.
NPeANPUATUA-NPOU3BOANTENS, HOMED Cepul 1 CPOK WHCTPYKUMIO N0 NpumeHeHuio»,  «CTepunbHom,
rogHocTy. [lonyckaeTca HaHeCceHue rpynnMpoBOMHONO npeaynpeauTenbHbie Hagnucu: «XpaHuTb 8
HauMEHOBaHWA, NeKkapcTeeHHoW opmMbl, KonuuecTaa HegocTynHom AnA  Aeten  mecte», «MposepuTb
amnyn ynakoBke, NPUATUA-NPONIBOANTENA, aapeca, UENOCTHOCTL amnynbl Nepes wucnonbioeaHuem», «He
TenedoHa, hakca, agpeca ANEKTPOHHOro canTa, NPUMEHATL MOCNe OKOHYaHWs CPoKa rogHocTU!»,
npeaynpeanuTenbHbIX Hagnucen: «XpaHnuTe YCNOBWA  XpaHeHWs, YCNOBWA  OTAYCKa, HOMEP
HEeAOCTYNHOM AnA aeTel mecte», «lposeputo PErucTpaumoHHOro YAOCTOBEPEHWA, HOMEp Cepuu,
LIeNOCTHOCTL aMnynbl ucnons3osaxnem», «He CPOK roAHOCTH, WITPUXOBOWN Koa, HaHeceH
NPUMEHATL NOCNE OKOHYAHWA CPOKA rOAHOCTH!», UAEHTU(DUKALMOHHBIA KOj, (ByksenHo-undposoe
YCNOBUWA XPaHeHUs, NPOU3BOACTBEHHOIO KOAA U obosHaueHune) u Koj cepuanuaauuu.
uaeHTUMKaUMoHHOro koaa (BykeeHHo-uudposoe \[ononHuTenbHO Ha Nayky HaHeceHa Hagnuce:
oGoanaueHue). «BckpbiTue amnynst 6e3 nopesos».
Ha nauke yka3biBaioT TOProBoe HauMeHosaHue
npenapara, rpynnupoBoYHOE HauMeHoBaHue,
nekapcTBeHHY0 (DOpMy, KOHUEHTPALMIO AENCTBYIOWEro
sewjectsa, obbem npenapara B 04HOK amnyrne 8
MUNAKWIUTPAX, KONUMECTBO amnyn 8 ynakoske,
uH(OpMaLMIo 0 COCTase (HaumeHoBaHue v copepxanue
eACTBYIOLLero Bewecrsa 1 nepeyeHo
BCMOMOratebHbiX BELecTs),
NpeAnPUATUE-NPOU3BOANTENb, Er0 TOBAPHLIA 3HAK,
appec, Tenedon, dpakc, agpec INEKTPOHHONO canTa,
rpachudecknit aHak «S», «Cnocob npuMeHeHus: cM.
MHCTPYKLMIO N0 NpUMeHeHnio», «CTepunbHo»,
npeaynpeauTenbHbie HAANKUCK: «XPaHUTb B
HeAOCTYNHOM AnA geTen mecTen, «lposeputs
UENOCTHOCTL amnyfibi Nepej ucnonb3osanuem», «He
NPUMEHATL NOCINE OKOHYaHUA CPOKA FOAHOCTH!»,
YCMOBUS XPaHEeHWs, YCNOBUA OTNycKa, HoMep
PEruCTPaLMOHHOrO YAOCTOBEPEHUA, HOMEP CEPUN, CPOK
rOAHOCTH, LUITPUXOBON KO/, AONYCKAETCA HAHECeHue
NPOWU3BOACTBEHHOIO KOAA, WAEHTU(UKALIMOHHOTO KOAA
(6ykeeHHo-UmdpoBoe obo3HaveHue) u Koaa
cepuanuiauum.
Ha nauyke ¢ amnynamw (MonuTencr) ua nonuatuneda
HU3KOM NNOTHOCTU UMW NoNUNponunexa naobpaxaior
TeMaTU4ECKMe PUCYHKM C YKa3aHnem no BCKPbITWIO
aMnynbl M HAHOCAT HaANUCL: «bessironbHbIi 3abop
npenapara.
[lononHUTeNnbHO HA Navky C aMnynamu u3 crekna
HaHOCAT HaaNuce: «BckpeiTne amnyne 6e3 nopeaosy.

XpaxeHue Mpw Temnepatype He Boille 25°C Mpu Temnepatype He Bbiwe 25°C

Cpok rogHocTh 3 ropa 3 ropa

3aknwuenne: Kanbuwua rniokodat-COJIOghapm, pacteop ANa BHYTPUBEHHOMO U BHYTPUMBbILLEYHOMO BBEAEHUSA

Amanbuuk ANl

\\H!l A 13 “I

\
A \\\n iy ,,f

100 mr/mn, 10 mn, amnynsl U3 crekna (5), KOHTYPHbIE AYERKoBbIE YIAKoBKK (2), Navku
KkapToHHble, cepus 030422 cooteetcTayeT Tpebosanuam HL JIM-004435-010920 no
npoBepeHHbIM nokasarensam kayecTsa

D fos
HavanbHuk OKK d.%‘ f Omutpw
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®dapmaueBTUYeCcKan
cucTema KavecTsa
000 «lpoTekc»

PaspeweHue Ha Bbinyck cepum JIC
P3-6-CTM-10.01-0025-2021/5

000 "Tpotekc"

195279, Cankr-MNetepbypr r, IHaycTpuanskbid Np-kT, som Ne 71, kopnyc
2, nutepa A

r‘ SO LO P HAR M Ten: +7 (812) 385 47 87 / ®akc: +7 (812) 385 47 88

www.solopharm.com
Nuuenauna: Ne0023-N1C

1SO 9001:2015
Ne 20.2074.026 ot 30.12.2020 ao 09.12.2023

PaspeweHue Ha Bbinyck cepuu 1C
Ne 68011 ot 04.05.2022

HaumeHoBaxue npogykuun: Kanbuusa rnokoHat-COJIOdgapm, pacTsBop Ans BHYTPUBEHHOMO
BHYTPpUMBbILe4YHoro seeaerus 100 mr/mn, 10 mn, amnynel U3 ctekna
(5), KOHTYpHbIE AYEVKOBbIE YNAKOBKW (2), NA4YKN KapTOHHbIe

GTIN: 04680013248222
Homep cepuw: 030422

[ata npoussoacTsa: 11.04.2022
lopeH go: 31.03.2025
Paamep cepuu: 9 501 ynak.

KonuyecTeo k peanusauun: 9 437 ynak.

Buinyck npogykuuu ocywectenserca cornacHo HA: H JM-004435-010920
PeructpauvoHHoe yaoctoeeperue: J1M-004435 ot 29.08.2017

HaumeHoBaHue aepxarens (Bnagensua) peructpaunonHoro ygoctoseperus: OO0 "MpoTekc”
Axanutudeckuid nacnopt Ne: M1-1208 ot 28.04.2022

lotoBan npoaykuma TpebosaHnam HA: CooteeTcTByeT D He cooTteeTtcTByeT
3aknwueHue:
Peanusauusa roToBow NpoayKuuu: PaspeweHa D He paspeweHa

YNONHOMOYEHHOE NNLIO: o e A T ﬂ/

4/ noanuce




B (pEPE BAPABOCXPAHEHUA

«CBefleHVA 0 BBOAE B rpaxiaHckuin odopoT B Poccunckon ®epepalnm 1€KapCTBEHHbIX
CpeacTB Mo COCTOAHMIO Ha 24.05.2022 14:36»

Opranu3ans,
JlaTa BHeCeHHS B IIpoxn3soaHTENb Homep Homep, nata
CaefieHHs 0 CTAIHAX HopmaTusHas BBINYCTHBINAA B
AHC Toprosoe HanmeHoBaHHe (BBIMYCKAKOMHA Crpana cepun, pa3peieHHs Ha
IPOH3BOJCTBA JNOKYMeHTalus rpamIancKui
Pocanpasranzopa KOHTpOJIb) NapTHA nim
obopor
Kanbuus rmokodat-COJIOdbapm; ObmecTBo ¢ ObmecTso ¢
PacTBOp [Isl BHYTPUBEHHOTO H OrpaHHYEHHON OrpaHHYeHHOA
04.05.2022 BHY TPHMBIIIeUHOTO BBeIeHHA 100 OTBETCTBEHHOCTBIO Pocena OTBETCTBEHHOCTHIO JIM-004435-010920 000 "T'porexc” 030422 -
wmr/sa 1 . (10 mo), ammysst (10), "Tporexc” (OO0 "I'porekc” (OO0
NaYyKH KapToHHbie/ ~ "Tpotekc”) "I'potexc"), Poccus




