GdapmaueBTUYECKas
Pa3speweHnue Ha Bbinyck cepum JIC
cucTemMa KavecTBa P3-5-CTI-10.01-0025-2020/4 Bepcus 1
000 «[poTtekc»
—— | 000 "lpotekc”
ad SOLOPHARM PaspeweHue Ha Bbinyck cepuu JIC

Ot 12.03.2021

HavmeHosaHue npoaykumu: Bofa Ana MHLEKUWIA, pacTBOpUTENb ANA NPUroTOBIEHUS
nekapcTBeHHbIX (hopm Ans nHbekuui, 2 mn, amnynbl (10), navku

KapTOHHbIE
Homep cepun: 300221
[ata nponssogcTsa: 23.02.2021
lopeH po: 01.03.2024
Paamep cepum: 30 264 ynak.

KonuuectBo k peanusauyuun: 30 102 ynak.

Bbinyck npogykummn ocywectenaercs cornacHo H: JIM-002529-180919, Wam. Ne1 ot 16.03.2020

AHanuTtunyeckuin nacnopt Ne: [T1-789 ot 10.03.2021

loTtoBas npogykuus TpebosaHnam HL: CooTtBeTtcTByeT
3aknioueHne

Peanusauusi rotoBon npogykumu: PaspelueHa
YNONHOMOYEHHOE NULIO: CT.MEHEIXEP IiP.

JHHOBBLEBA EH

I:] He cooTsetcteyeT

D He paspelueHa

2

neAnucs



ad SOLOPHARM

000 "I'porekc”

195279, Cawnxr-TNetepbypr r, MHAyCTPUANbHBIA
np-kT, Aom Ne 71, kopnyc 2, nutepa A

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

Nuuenauna: Ne0023-N1C ot 03.09.2019

1SO 9001:2015
Ne 20.2074.026 ot 30.12.2020 go 09.12.2023

Ananutnyeckui nacnopt Ne IT1-789 or 10 mapra 2021 r.

HaumeHoBaHue: Boaa ANs MHLEKUWIA, pacTBOpUTENb ANA NPUrOTOBNEHWA NEeKapCTBEHHLIX (hopM AnA
nHBbeKUWiA, 2 Mn, amnynbi (10), nayvku KapToHHbIE

Homep cepuu:
Paamep cepuun:

300221
30 264 ynak.

FNogen po 01.03.2024

WcnbitTanus npoBeAeHsl no:  J1M-002529-180919, Uam. Ne1 ot 16.03.2020

Hara npoussopcTea:
[ata npoBefeHnUs UCNLITAHWUNA:

23.02.2021

24.02.2021 - 10.03.2021

PeructpauvorHoe ynoctosepenue: JIM-002529 ot 08.07.2014

0,15 mn 0,01 M pacreopa
XMOPUCTOBOAOPOAHON KUCNOThI

HaumenoBanue TpeboBaHua HopmMaTUBHOM .
rokasaTenei AOKyMEHTaLMM Peayanarbi WUenbiTaHUK
1 2 3
Onwcanne BecuseTHas npo3payHan xuakocTe |BecusetHas npoapaynas xuakocTe Des sanaxa
Ge3 sanaxa

pH O715,0p07,0 5,9
KWcnoTHOCTL Mnn He 6onee 0,1 mn 0,01 M pacteopa |Menee 0,1 mn 0,01 M pacteopa HaTpus rugpokcuaa
WEeNOYHOCTL HaTPWA rMAPOKCUAE UNn He Gonee

- BUAWMbIE YacTuubl

- HEBMAUMBIE YACTHLbI

|MexaHnieckme BIIOYeHUs:

Mpenapar ponxeH ebigepxueaTs
Tpebosanua D PO,
O®C.1.4.2.0005.18 "Buaumbie
MexaHUJECKue BKIIOYEHUA B
nekapcTeexHbIX opMax Ans
napeHTepansHOro NpUMeHeHusa u
rna3Hbix NekapcTeeHHsbix popmax”
CuyeTHO-hOTOMETPUHECKMA MEeTOA
B oaHo# amnyne unv Bo bnakoHe
obvemom meHee 100 Mn: cpegHee
yMCNo yacTuy pasmepom 10 MKM 1
Gonee He npesbiwaet 6000,
IcpeAHee YMCNO YacTUL pa3Mepom
25 mkm 1 BGonee He npesbiwaer 600.
[ina npenapara ¢ HOMWHaNbHLIM
oGvemom Gonee 100 Mn: B ogHOM
|MunnunuTpe cpegHee YMCNO YacTuy
paamepom 10 mkm v Gonee He
npesbillaeT 25, cpegHee YMeno
yacTvy pasmepom 25 Mkm v Gonee
He npesbiluaer 3

MNpenapat esipepxusaer Tpebosanus M® PO O®C.1.4.2.0005.18

CueTHo-thoTOMETPUMECKUIA METOR

B oaHo# amnyne cpeaHee 4ucno Yactuy paamepom 10 MKM K
Gonee He npesbiwaer 6000, cpeaHee YMCNO YACTUL pasMepom
25 mkm 1 Gonee He npesbiwaet 600

3NeKTPONpPoOBOAHOCTL B cooTeercTeum ¢ M@ 1,35 MkCm/cm
P®,04C.1.2.1.0020.15
“3NeKkTponpoBOJHOCT"
CyxoW oCTaToK He Gonee 0,001% [Meree 0,001%
BoccraHaenueaoume [lonxHbl OTCYTCTBOBATH OtcyTerayloT
Belecrsa
Yrnepopa avokcus He aomkHO BbiTk NOMYTHEHWUSA B MomyTHeHve B TeyeHue 1 yaca He HabniogaeTca
TeveHwe 1 vaca
HWTpaTel U HATPUTDI [lOMmKHBI OTCYTCTBOBATL OtcyTerayloT
AMMORW He Gonee 0,00002% [Meree 0,00002%
Xnopuab! [lonHbl OTCYTCTBOBaTL OTcyTCTayIoT
Cynochats! [lonxHbl OTCYTCTBOBATh OTcyTCTBYIOT

Kansuvin u Marduwi

[omxHo HabBnogaThca YMCTO cCuHee
okpalumsaHue pacrsopa (Gea
(MONETOBOrO OTTEHKA)

Habniopaetcs 4WCTO CuHee Okpalumeanue pacteopa (Gea

¢huoNeToBOro OTTEHKA)

Tsokenbie MeTannbl [omKHbl OTCYTCTBOBATL OTrcyTcrayoT
|Waenekaembivt 0bwem He meHee HOMUHaNLHOTO CootsetcrayeT
|BakrepwanbHbie He Gonee 0,25 E3/mn CooTseTcrayer

3HAOTOKCHHbI

CTepunbHoCTe lNpenapart gonxkeH ObiTh Mpenapar ctepunex

CTEPUNBHBIM
AHOManbHasn TOKCUYHOCTL Mpenapart pomkeH Bbirs Mpenapat HeTOKCHYEH
HETOKCUHYHbIM

crpanuya 1 ma 2




1 2 3
Ynakoeka Mo1,2, 5unm10mMneamMnynsiua  [[lo 2 Mn B amnynsi M3 NONMATUNEHA HW3KOW MNOTHOCTH
NONU3TUNEHA HW3KOW NNOTHOCTY Unk | (MoNUTBUCT) CO CKPYUMBAIOWMMCS Konnaukom Ana GesbironsHoro
nonunponunesa (Monureucr). 3abopa npenapara.
Mo 5, 10, 20, 50 wnu 100 amnyn Mo 10 amnyn BMeCTe C MHCTPYKUMEH NO NPUMEHEHWIO B NavKe 13
|emecte ¢ MHCTPYKLUMel no KapToHa.
NPUMEHEHMIO B NAYKe U3 KapToHa.
[1nA nocnegylowen koMnnekTauum ¢
nexapcTBeHHLIMM NpenapaTamu
APYIMMKU NPOM3BOAUTENAMW
Ot 500 no 3000 amnynno 1,2, 5
v 10 mn 8 rodpokopoBe ua
KapToHa.
Mapkuposka B cooreetcTeuu C TpebosaHuaAMKu  [Ha amnyne ykasaHo TOprosoe HauMeHoBaHue npenaparta, obbem
HA NN 002529-180919, Wam. Ne1 ot |npenapara B O4HOW aMmnyne B MUNIWAWTPAax, HOMEp CepuK, CPoK
16.03.2020 rOAHOCTH.
Ha nauke ykasaHo TOproeoe HauMEHOBaWue npenapara,
nekapcTBeHHas dopma, WHpopmauws o coctase, obbem
npenapata B MWUNNMNWTPax B OAHOW amnyne, «CTepunbHO»,
npeanpyUATHe-NPOM3BOAUTENb, Ero  TOBapHbIA  3HaK, appec,
TenedoH, hakc, aapec INeKTPOHHOro canTa, rpaduyeckuin 3Hak
«S», «XpaHuTb B HEAOCTYNHOM ANA Aeren Mecre», «He
NPUMEHATL NOCNE OKOHYaHWA cpoka roaHocTuly, «[lonyckaetca
3aMOpakKuBaHUe Npy TPaHCNOPTUPOBAHWKY, YCNOBMA XPaHEHWA,
HOMEpP PEerucTpauuoHHOrO YAOCTOBEPEHWS, HOMEp Cepuw, CPOoK
rOAHOCTH.
Ha nauke ykasaWbl ycrnosus OTnycka, cnocob npumeHeHus,
LWITPUXOBOI KOA, KONWYECTBO amnyn 8 ynakoske, «flposepurb
LeNnoCTHOCTL aMnynb! NEPeA MCNoNb3oBaHeM», «BesbironsHbIA
3abop npenapata», wu30obpameHbl TEMATUYECKWE PUCYHKM C
yKa3aHUeM No BCKPLITUIO aMny bl
Ha nayky HaHeceH MAEHTUIMKALMOHHBIA Kon,
(6ykseHHO-UuudpoBoe 0603HaYEHWE) 1 KOA Cepuanuaauuu.
XpaHeHue IMpu Temnepatype He Boiwe 25°C  |lNpu Temnepatype He ebiwe 25°C
Cpok ropHoCTH 3 ropa 13 ropa

3akniovenue: Boga Ans WHLEKUUIA, pacTBOpUTENb ANA NPUrOTOBNEHWS NeKkapcTBeHHbIX chopm Ans

WMHBEKUMIA, 2 Mn, amnynel (10), navku kapToHHble, cepust 300221 cooTBeTCTBYET
Tpebosanuam JIM-002529-180919, Mam. Ne1 ot 16.03.2020 no npoBepeHHbLIM
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«CBefeHnA 0 BBOAE B rpaxaaHCKuin obopoT B Poccuitckon defepaumm nekapcTBeHHbIX
CpPeAcTB o coctoAHuo Ha 12.04.2021 15:01»

Oprananzanus,
Jlara BHecenus B Ipou3soaurens Homep Homep, nara
CaejieHHs 0 CTAJHAX . BBINYCTHBINASN B
AHC Toproeoe HaumenoBaune (BBINYCKAKO NI Crpana HopmatTusHas 10KyMeHTALHA cepHH, paspeieHus
P NPOH3BOJACTBA IPAKNAHCKHI
0C3ipaBHAI30pA KOHTPOJIb) NAPTHH na HJII
obopor

Bopa insa uHbeKIMA;
PacTBOPHTENb s ObmecTBo ¢ ObmecTro ©
MPUTOTOBJIEHU S OrpaHUueHHON OrpaHWYeHHOH 00570, . .

12.03.2021 JIEKapcTBeHHBIX (opM 11s OTBETCTBEHHOCTBIO Poccus OTBETCTBEHHOCTBIO ﬂﬂqwmmmww-wwww“ w Ham. Nel k 000 "Tporekc” 300221
uHbeKImi | . (2 ma), "Tpotekc” (000 "I'potekc” (00O i
ammynst (10), nauku "T'potekc”) "I'potekc"), Poccus
KapTOHHbIE/ ~
wmhww:“hﬁazﬁn.. JITT 001844-190912; Haw, Nel &
pacTRop Al ‘ JITT 001844-190912; Hism. Ne2 &
MPHIOTOBJIEHHS AKIHOHepHOe 001ecTBo AKIHOHEepHOE 00IEeCTBO JITT 001844-190912: Han. Ne3

10.03.2021 JieKapcTBeHHbIX Gopm ais "®apmacuuTes” (AO Poccus "®apmacunutes” (AO e i AO "®apmacuntes” | 300221
HEbeKIHA | . (2 mu) "MapmacHHTEe3") "MapmacunTes”), Poccus JIIT 001844-190012; Ha. 24 x

. : ' P P il e JITT 001844-190912; Haw. NeS &

amnynsl (10), mauku
KapTOHHbIe/ ~

JITT 001844-190912




