ad SOLOPHARM

000 "Iporekc"”

195279, Canxr-Netepbypr r, UHaycTpraneHsii
np-kT, Aom Ne 71, kopnyc 2, nutepa A

Ten: +7 (812) 385 47 87 / Dakc: +7 (B12) 385 47 88
www.solopharm.com

Jnuenawns: Ne0023-J1C or 03.09.2018

1SO 9001:2015

Ne 20.2074.026 or 30.12.2020 ao 09.12.2023

Ananutuveckui nacnopt Ne I'M-746 ot 8 mapra 2021 r.

HaumeHosaHue: Boaa ans uHbekuwi, pacTBOpUTENL ANSA NPUrOTOBNEHUS NEKAPCTBEHHBIX (hOpM anA
UHBEKUMHA, 5 Mn, amnynbl (10), Nnauku KapToHHbIe

Homep cepuu:
Pasmep cepuu:

260221

72 495 ynak.
WenbitaHua npoBeaeHs! No:
[ara npouszsoacrea:

HaTa npoBefeHuA UCNLITAHUIA

19.02.2021

MlNopex po 01.03.2024
NMN-002529-180919, Mam. Net ot 16.03.2020

22.02.2021 - 08.03.2021

PerncrpaunonHoe yanoctoBepenue: [1M-002529 ot 08.07.2014

HawvmeHoBaHue TpebosaHua HopMaTMBHON O —
nokasarenewu AOKYMeHTaunn ¥
1 2 3
Onucanue Becupsetran npoapayHan X¥MAKoCcTs  |becuBeTHan npoapaqHan XuakocTe 6e3 3anaxa
Bea aanaxa

pH O150p07,0 5,6
KuCnoTHOCTE Mnn He Gonee 0,1 mn 0,01 M pacteopa [Menee 0,1 mn 0,01 M pacteopa HaTpua ruapokcuaa
WENOYHOCTL HaTpWa rMapoKkcuaa unu He Bonee

0,15 mn 0,01 M pacrsopa
XMOPUCTOBOAOPOAHON KUCTOTHI

MexaHu4eckue BKITIONEHURA:

- BUVMbie 4acTulbl

- HEBUUMbIE YacTulbl

Mpenapar gonxeH BelgepxuUBaTL
TpebosaHua Md PO,
0O®C.1.4.2.0005.18 "Buaumble
MEXaHU4eCKVE BKNIONEHUA
nekapcTeeHHbIX hopmax ans
napeHTepanbHoro NPUMEHEHWA W
rNasHeIX NeKapeTBEHHbLIX (hopMax”
CuetHo-hoTOMETPUYECKMIA METOA
B oaHoi amnyne nnwv 8o chnakoHe
obvemom meHee 100 mn: cpegHee
YUCNo vacTuy pasmepom 10 MkM v
Bonee He npesbiwaeT 6000,
CcpefHee YMCNo YacTUY pasmMepom
25 mkm u Gonee He npesbiwaet 600,
[1ns npenapaTa ¢ HOMUHANBHBIM
obwemom Bonee 100 Mn: B oaHOM
MUNNUNNTPE CPeHEe YXCNOo YacTuy
paamepom 10 mem 1 Gonee He
npesbiwaer 25, cpeaHee Yueno
yacTuy paamepom 25 mkm v Gonee
He npessiwaer 3

Mpenapar sbinepxusaer TpeGosanua M PO OC.1.4.2.0005.18

CueTHo-hOTOMETPHHECKWIA METOA,

B oaHoi amnyne cpegHee uMcno yactuu pasmepom 10 MkM W
Gonee He npeesiwaer 6000, cpeaHee YMCNO YACTHY Pa3MepoM
25 mkm 1 Bonee He npesbiwaeT 600

3nexTponpoBoOAHOCTL B cooteercrevm ¢ M® 1,51 mkCm/cm
P®,0®C.1.2,1.0020.16
" NEeKTPONPOBOAHOCTD"
Cyxo# 0CTaToK He Gonee 0,001% Menee 0,001%
Boccranasnueakwme [lomxHbl OTCYTCTBOBATL OrcyTcTRyioT
BeljecTsa
Yrnepoaa AWOKCUA He fonHo BbiTe NOMyTHEHUR B MomyTHeHWe B TeueHue 1 yaca He HabniogaeTcs
TeveHwe 1 vaca
HuTpaTs! U HUTPUTBI [1OM¥Hb! OTCYTCTBOBATL OrcyTerayoT
AMMOHMUH He Bonee 0,00002% Metee 0,00002%
Xnopuas [lonxHbl OTCYTCTBOBATL OtcyTcTRyloT
Cynbhats [lonxHel OTCYTCTBOBATL OtcyTeTyOT

Kanbuui v Mardua

[omxHo HabnioJaTbCR YMCTO CHHEE
okpaluuBanue pacreopa (Bea
¢h1ONeToBOro OTTEHKE)

HaBriopaerca unucTO CMHee OKpalwWBaHwe pacreopa
(h1ONEeTOBOro OTTEHKE)

(Bea

TAKENbIE METAN b [lonxHbl OTCYTCTBOBATL OtcyTcrayioT
WaBnekaembih 06LEM He meHee HOMUHaNLHOTO Coorsercreyer
BakTepuancHble He Gonee 0,25 E3/mn CooTsercrayer %\we“ﬂofi o
3HAOTOKCHHI R
CTepunbHOCTE Mpenapar gonxex BuiTh Mpenapart crepunex

CTEPUNBHBIM
AHOMansHAA TOKCUMHOCTL Mpenapar gomxeH GbiTe MpenapaTt HETOKCUHEH

HETOKCUYHBIM
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1 2 3
Ynakoska Mot1,2 5ummi10mMneamnyneing  [llo 5 MN B amnynsl U3 NONMITUNEHA HW3KOW NNOTHOCTU
NONUITUNEHA HU3KOWA NNOTHOCTY Unu | (TTOAUTBKCT) CO CKPYYUBAOLWMMCA KoNnaukom Ana BeasironsHoro
nonunponuneHa (Monutemnct). sabopa npenapara.
Mo 5, 10, 20, 50 uan 100 amnyn Mo 10 amnyn BMECTE C MHCTPYKLWEN NO NPUMEHEHMWIO B NaJke U3
BMECTE C UHCTPYKLIMEN NO KapToHa,
NPUMEHEHMIO B Na4Ke U3 KapToHa.
[inA nocneayroLien KOMNNEKTaLn1 ¢
NekapcTBEHHEIMW NpenapaTtamu
APYrMMW NPOUIBOANTENAMK
Ot 500 go 3000 amnynno 1,2, 5
unun 10 Mn B rocopokopoBe n3
KapToHa.
Mapkwposka B coorteercraum ¢ TpeGoBaHUAMK Ha amnyne yka3aaHo TOPropoe HaumeHoBaHue npenapata, obsem
HA NN 002529-180919, Wam. Na1 oT |npenaparta B OAHOW 8MNyNe B MWINUNWTPaX, HOMEP Cepui, CPoK
16.03.2020 roAHOCTK.
Ha nauxe ykasaHO TOpProBoe HawMeHoBaHue npenapata,
nexkapcTeeHHan opma, wuHpopmauus o coctase, ofuem
npenapara B8 MUNNUNMTPax B OAHOW amnyne, «CTepuneHo»,
NPeANPUATHE-NPOM3BOAUTENL, €ro TOBapHeld  3HAK, aapec,
TenedoH, akc, afpec INeKTPOHHOIO CaiTa, rpadu4eckuid 3Haxk
«S», «XpaHMTb B HEAOCTYNHOM AnA petei mecte», «He
NPUMEHATE NOCNE OKOHYAHMA Cpoka roaHocTuly, «flonyckaerca
3AMOPAXKMBAHWE NPU TPAHCNOPTUPOBAHWMUY, YCNOBUA XPaHEHWS,
HOMEpP PerucTpauMoHHOrO YAOCTOBEPeHWA, HOMEp Cepuu, Cpok
rOAHOCTH.
Ha nauke ykasaHbl YCNOBMA OTNycka, cnocob npUMEHEeHWR,
WTPUXOBOH KOA, KONMMECTBO amnyn e ynakoske, «[MposepwTs
UeNOCTHOCTb aMNYNkl NEpes WCnons3oBaHMems, «beabironbHbii
3abop npenapara», waoGpameHbl TEMaTUYECKWE pUCYHKM C
yxaaanuam NO BCKPBITHIO aMmnyribl.
Ha nauky HaHeceH MAEHTUDUKALMOHHBIA Kop,
(6ykeeHHO-UnbpoBoe 0603HA4EHWE) M KOA CEpPHUannaaLum.
XpaHerne Mpw TemnepaTtype He seiwe 25°C MNpu TemnepaTtype He Boie 25°C
Cpok rogHocTn 3 ropa 3 ropa

3aknovenmne: Boga Ana HbeKUWA, pacTBOpUTENb ANA NPUrOTOBNEHUS NeKkapcTBeHHbLIX (hopM ANs
WHbeKLMIA, 5 Mn, amnynet (10), nauku kapToHHble, cepus 260221 cooTeeTtcTayeT
TpeGosanuam J1M-002529-180919, Mam. Ne1 ot 16.03.2020 no npoBepeHHbIM

nokasatensam Kavectea

N
Bonkosa E. A.

| B p
HavansHuk O@%"‘z O~ Twutpuesa T. A.

HavaneHuk All

Y

HavaneHuk MBJ1 WeaHosa C. B.
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dapmaueBTUYeCKan

Pa3speuwexue Ha Bbinyck cepuu JIC

cUCTeMa KayecTBa Bepcus 1
000 «I'potekc» P3-B6-CTN-10.01-0025-2020/4
— 000 "IpoTekc"
ad SOLOPHARM Pa3peuweHue Ha Bbinyck cepumn JIC

Ot 10.03.2021

HaumeHosaHue npoaykumu: Boaa ANA UHBLEKUWUA, pacTBOPUTENE ANA NPUroTOBNEHNA

Howmep cepuu:
[laTta npowsBopcTsa;
[oaeH go:

Pasmep cepun:

neKkapcTBeHHbIX (DOPM ANA UHBEKUWA, 5 Mn, amnynsl (10), navku
KapTOHHbIE

260221
19.02.2021
01.03.2024
72 495 ynak.

KonuyecTBo K peanusauun: 72 441 ynak.

Bbinyck npogykummn ocyuwectensetca cornacHo HA: NM-002529-180919, Uam. Ne1 ot 16.03.2020
AHanuTudeckui nacnopt Ne: I'M-746 ot 08.03.2021

loToBas npoaykunsa TpebosaHnam HA: CooTteeTcTByeT |:| He cooTeeTCcTBYET
3aknoveHue
Peanunsauua rotoBon npoayKuuu: PaspeleHa D He paspelieHa

YnonHomo4eHHoe NuLo;

CT.MEHENKEP gp //
3HHOBBEBA Eji 6%‘”

/n’;arm%




B COEPE 2APABOOX PAHEHMA

L0 HAAI0PY

%)

«CBeAeHNA 0 BBOJE B rpaxgaHckuii 060poT B Poccuitckoi depepaynm NeKapCTBEHHbIX
CpencTB No COCTOAHMIO Ha 04.10.2021 17:07»

Jlara BHecenus B Mponssogurens Opeammizhiin, Homep Homep, nata
AHC Caejienns 0 cTagusax Hopmarusnas BBINYCTHBINAA B
Toprosoe nanvexoBanue (BBIMYCKAONIHA Crpana Rbow il s S —— e CepHH, paspemieHHA Ha
Pocanpasuansopa KOHTPOb) po . AOKY o P omﬂ_vs NMAPTHH HJIn
Boga pis uubexumi;
DOCTROPMTEL RN Sae e OBmecTBo ¢ OrpaHUYeHHON
TIPUIOTOBJIEHHA OrpaHHYEHHOH T qnqwmzzcnwzc JIT-002529-180919;
10.03.2021 JIEKAPCTBEHHBIX (hOpM st OTBETCTBEHHOCTBIO Poccus T naaxn; (000 Ham. Nel 000 "T'porexc” 260221 -
HHBEKIMA 1 . (5 M), "I'potexc” (OO0 _,_nvc "), Poccsts JIM-002529-180919
ammyasi (10), nauku "I'potekc") POTSNG: ) 9

KapTOHHbIE/ ~




