3poposba

WHTEeNNeKT Ha 3auure

® NOJINCQH

OBLUECTBO C OrPAHWYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOMMYECKAA ®APMALIEBTMYECKAA O®UPMA «MOJIMCAH»

Ananurnyecknii macrnopr Ne 185

192102, CankT-NeTepbypr, yn. Canoea, 72, kopn.2, NUT.A,
Ten.: 812 710 8225, dakc: B12 764 6284, e-mail: info®polysan.ru

Ipenapar: IAKJIO®EPOH® TaaeTkH, NOKPbITHIE KHIEYHOPACTBOPAMO#H 060.109K0H 150 mr

Cepns: 130221
dopMa BeITyCKA: (xoHTypHas sueiikoBas ynakoska) 10 x 5 (mauka kapToHHas)
Konuuectso: 22929 yn.

Jlara uzrotonenns: ¢espasp 2021 1.

JlanAble aHATH3A

P N001049/02

TlokaszaTenb Tpebopauusi H P N001049/02-081018, M3m. Ne 1 JIaHHBIE AHAJIH3A
1. Omicanne Kpyrisie IBOSKOBBITYK/Tbie Ta6NETKH XETTOr0 UBETA, MOKPHITHIE Kpyrmie ABOAKOBLIYKABE
KHIIEYHOPACTBOPHMOH 06onouKoR, Ha noncpeutoM paspese A1po KETTOro Tabneial xéavoro meeta,
HOKpHTHIE o
apeTa KATIEYHOPACTBOPHM!
(BusyansHuifl, [® PO*) obonoaxoit. Ha nonepeanom
Paspese £1po xEMTOTo usera
2. [TouHHHAOCTS:
e CrieKTphi NOTMIOMIEHAA HCBITYEMOTO PacTBOpa H pacTeopa cpastcnus (b) B
OHYKCYCHas KHCJIOTa CoOTBETCTBYIOT
AxpHACHyRCY o6nacty ot 340 mo 450 HM HODKHBI HMETH MAKCHMYME H MHHHMYMEI ITPH erc
OJIHHX H TeX e JUTHHAX BOJH (CnekTpodoTOMETPHA)
BpeMs yACPXHBAHKA OCHOBHOTO MHKA HA XPOMATOrPAMME HCMIKTYEMOrO
PACTBOPA, NPAMOTORJICHHOTO UM KOMHYECTBEHHOTO OMPE/IENEHHS, I0IDKHO CooTBETCTBYET
COOTBETCTBOBATH BPEMCHH YCPKHBAHHA OCHOBHOTO NHKA HA XPOMATOTPAMME
pactsopa cpasterra (b) (BOXX)
- METIOMHH TlaTHO PO30BATO-OPAIDKERONO 1BETA METMOMHHA HA XPOMATOTpaMME
(N-MeTHITOKaMHH) HCTIBITYEMOO PAcTBOPA N0 MOMOMKCHMIO, OKPACKE H BENHIHHC IO/DKHO CooteeTcTByeT
COOTBETCTBOBATE NATHY MEITIOMHHA HA XPOMATOTPAMME PACTBOPA CPABHEHHS
(TCX)
3. PacTBOpenme 1-5 craana — He Gosnee 10 % aKpUIOHYKCYCHOH KMC/0TH 32 60 MuH 0
2-5 cranma — He Menee 70 % (Q) axpHaOHYKCYCHOH KHCIOTEI 32 45 MHH 9598
(T'®d PO*, CnekrpodoTomerpHs B YO u Buanumoii obnacrax)
4. PoncTBeHHBIC PHMECH Emmnanas HenneHTHGHIMpOoBaHHas npuMect — He Gonee 0,20 % 0,03
(BIKX)
Cywmma npumeceii — we Gonee 0,50 % (BOXKX) 0,07
5. Mukpobuonoruueckas Kareropnsa 3A
SHCTOTA (T PO*) CooTreTcTRYET
6. OIHOPOAHOCTD NO3HPOBAHHA Jlonxen cooTreTcTBOBATH TpeGopanuaM (I'® PO*) CooTBeTCTBYET
AV=19
7. KommiectBeHHOE
oIlpeaeNieHHe:
- aKPHAOHYKCYCHasA KHCIIOTa Or 142,5 mr mo 157,5 mr C1sH1iNO; (akpiaoHyKCYCHOM KMCIOTHI) B 1472
tabnerxe (BOMX)
- METTHOMHH Or 131,4 Mr 10 160,6 mr C7H17NOs (MermoMuHa) B TableTke 1464
(N-MeTHITHOKaMHH) (THTpPHMETPHA)
8. VnakoBka o 10 unx 20 TabNeTOK B KOHTYPHYIO A4EHKOBYIO YNIAKOBKY H3 IUIEHKH To 10 raneTox B kKoHTYpHOR
NONMMBHHATXIOPHIHOH H ONBIH AMOMHHHEBOH /U8 YIIAKOBKH. suelikoBoi ynaxoexe B3 NIEHKH
1 KOHTYPHYIO A4eHKOBYIO ynaxopky 1o 20 TabneTok, 1 Wi 5 KOHTYpPHBIX TIONHBHHIIXIOPHHO H ONTH
AUEHAKOBBIX YNakoBoK 1o 10 TafieTok BMECTE ¢ HHCTPYKIMeH no ATOMBHHEBOH /U4 YNaKOBKH.
MEIMUHHCKOMY NMPHMEHCHHIO NOMEINAIOT B Na4Ky H3 KAPTOHA. 5 XOHTYPHBIX ATEAKOBRIX
Jlns KOHTPONS NEPBOTO BCKPHTHS GOKOBBIE KNAaNaHh NavkH MOrYT OBITE ynaxosok no 10 raGaeTox BuecTe
3aKieenn yTHKeTKaMH. [Taukn MOryT GBITh CIPYNNUpOBaHLl B GaHACPOIH - o ""“’1’5""“;:(“"
COHIHHCKOMY 1 CHCHHMIO
TepmoycanouHoi agnkoi. [laukn wiH 6anneponH NOMEmAIOT B FPYIMOBYIO SRR Ry S oy
Tapy. TpeGopammua HJI cob
9. MapxkupoBka 1) TlepBuuHas ynakopka 1) Tiepewtinan yraxosKa
Ha xouTypHOM sueiikoBo#f ynaxoske yKaselBalOT: HAaMMEHOBAHHE ;‘:n.mu‘. o Mw::-m:

MpOM3BOAWTENA, €0 TOBAPHBIA 3HAK, TOPrOBOC HAWMEHOBAHHE
npenapara ¢ npeXynpeauTesHOM MapkupoBko# ®, NeKapCTBEHHYIO
tdopMy, J03HPOBKY, HOMED CEPHH, CPOK TOIHOCTH,

2) Bropu4Has ynakoBKa

Ha nauke yKa3pIBaIOT: HAHMEHOBAHME MPOHU3BOJHTEINS, €r0 TOBAPHLIH
3Hak, aznpec, Tel/jakc, TOProBOE HAWMEHOBAHWE mpenapara ¢
MpeayNIpEaHTEIBHOR MapKHPOBKOH ®, IpYINKPOBOYHOE
HaHMEHOBAHHeE [IPENapara, JIEKapCTBEHHYIO GopMy, N03HPOBKY, COCTaB
Ha ogHy Tabnerky ¢ ykasaHHEM HAaHMCHOBAHHA H KOJHMYECTBA
JNEHCTBYIOIIETO BCILECTBA, NEPEYCHb BCIOMOIATCAbHBIX BELICCTB,
KOJIHYECTBO TA0/IETOK B YIIAKOBKe, «XPAaHHTE B HEAOCTYIIHOM 1A A€TeH
MECTED,

p €0 Topapmuiii 3uax,

TOProBoe HAHMEHOBAHHE MPENAPATA C

npexynpeaHTeasHoi mapxmposxolt ®,
p Gopma,

HOMEP CCPMY, CPOX FCHOCTH.

2) BropHyHas yNakoexa

Ha nauxe yxasaHe! HIHMCHOBAHHE

P e, ero apumifi 3HAX,

anpec, Ten./daxc, TOproBOE

npenap ¢
npeaynpeanTensiof Mapxuposxoil @,

npenapaTa, NexapcTBeHHas  opMa,
BO3HpOBKS, COCTAB HE OXAy TabneTxy ©
YKE3ZHHEM HAHMEHOBANHA H
XONHHCCTRa NeACTRYIOUIETD BEIECTRa,
Tepevesh BCMOMOTATELHLX BEUIECTS,
KONMHECTBO TabMETOK B YNAKOBKE,
«XpaHuTh B HENOCTYNHOM ANS neredt
MecTe»,

HHC-KO-2000-0160 «KOHTpONE NMpOH3BeACHHOH NpOayKUHW», Bepcha 10. Jlata eeachna: 10.03.2021



«Jl1A B3POCHEIX M [eTeli ¢ 4 JieT», YCI0BUA XpaHEeHHA, HOMep
PCTHCTPALHOHHOTO  yNIOCTOBEPEHHA, HOMEP CEPHH, CpPOK
TOZHOCTH, YC/I0BHA OTHYCKa, COOCO6 NpAMEHEHHA, IITPHXOBOH
xox EAN-13, nononuurens uste Hanmiacy: « 118 B3POCJILIX H
JETEH 4+», JIEYEHUE ¥ IPO®WIAKTHKA [PHIIIA H
OPBH», ¢papmaxon (pharmacode).

Ha nauke, conepxameit 1 xontypryio suekikosyio YTIAaKOBKY 110
20 TabneTok WIM 5 KOHTYPHBIX AYEHKOBHIX YDAKOBOK mo 10
TableTOK, JOTMOJHMTENLHO HaHeCeHa IpadWdecKas cxeMma
«ITPHUEM ITPETIAPATA TP JIEYEHHH [PHIIIIA/OPBH».
Honyckaercst HaHECEHHE CPEICTB HAEHTH(MKALAY UIS CHCTEMB
MOHHTOPHHIA IBUKEHHA JTEKAPCTBEHHBIX MPENAPATOR.

«[1ns m3poestix u peved ¢ 4 nems,
YCIIOBHA XPAHEHHS, BOMEP
PErHCTPALHOHHOTO
YAOCTOBCPCHHA, HOMEP CEPHH,
CPOK MOIHOCTH, YCROMIA
OTfycKa, cnocod mpHMeHCHHA,
WTPHXOBOH koA EAN-13,
JIOTIONHATEEHEE BANIHCH!
«[IV14 B3POCIBIX H IETEA
4+», «JIEYEHUE M
MPOCHIIAKTHKA IPHITIIA H
OPBH», hapmakon
(pharmacode).

Ha mauke  ponommmTEnbHO
HaHeceHa rpauuecxan cxeMa
«([TPHEM TIPETIAPATA ITPH
JIEHEHHH TPHATINA/OPBH».
Hanecenn cpeacrea
MIEHTHOHKALIH AN CHCTEMB
MOHHTODHHTA /IBHECHNA

JIEKAPCTBEHHEIN TPETBPATOB.

10. Vcnoensa xpamenus u mepbi
€I0CTOPOKHOCTH

B samumEnHoM oT ceeta MecTe npH TeMmneparype He soiue 25 °C

B 3aummm@nHAoM ot caeta MecTe
TIPH TEMNEPaType Be seiime 25 °C

* - neHcTByIOMmee u3aanKe I'ocynapeTeennoit ®apmakonen Poceutickoi denepaunn
3aKmoyeHHe:; cooTBETCTByeT TpeGoBanuam HJT P N001049/02-081018, Mam. Ne 1

Jara Bergaun nacnopra: 11.03.2021

3asemyrommii KAuJl
Hayansnuk OKK

HupekTop no kauecTey

CanxT-MNeTepbypr :
HayyHo-Tex4ONoMve

hapMaLIEETH-ECKAR TVPMA ,

2

«NONUCAH»

ONA JOKyMeHTOR

HMHC-K0-2000-0160 «KoHTponk NpousseaeHHOH NpoIyKiHm», Bepeus 10. Jlata Baenenus: 10.03.2021

Cpok ronsocta no: 02 2023

=== A.B.Cxox

A. K. ®énopopra

C. H. Ckopnx



000 “Hayuuo-texno;sorndeckas papmanestuyeckas ¢pupma “TIOJIHCAH"

Pazpenrense Ha peamzatpnio Ne

Hamnmenosanune

Dopma BEITTYCKA

MHH

PY Ne

HopMmaTiBHas 1OKYMEHTAIHA
Homep cepuu

Pa3umep cepun

Komugectso nocne konrpona
Ne AHanuTH9ecKoTo nacnopra
T'onen no

Hpe;mpm HC-IIPOU3BOJHTENID

IIpeanpusTHE-YIAKOBIIMK

00000192 or 17.03.2021

HHKJIOQEPOH® 1a6.1eTKH, NOKPLIThIE KHIIETHOPACTBOPAMOI
obojoukoii 150 mr Ne 50 Poccuiickas ®exepanus

KOHTYpHasi aveiikoBan ynaxkosra 10 x § (mauxa kaprounas)

Mernomunaa aKpHIORANETAT
P N0O0O1049/02
P N001049/02-081018 uam.Nel

130221

22 929 ynx

22 915 ynx
185
0223

000 «Hay4no-TexHoJIOrHIecKan GapMaeBTHIECKAn Gupma
«[IOJTHCAH», 192102, Poccuiickas Pegepanus, r. Canxr-IlerepGypr,
yi. Canoea, 1. 72, k. 2, aHT. A

000 «Hayuno-texnosiorugeckan apmanesTHueckas Gupma
«[1OJIMCAH», 192102, Poccuiickan ®enepauns, r. Cankr-Ilerepbypr,
yi. Canona, A. 72, K. 2, JIUT. A

AHANH3 NPOA3BOACTBEHHOR TOKYMEHTALIMH

Jocbe Ha CEPHIO NPOBEPEHO da
Hocke na cepuio onobpeno Oa
Kputuueckne 0TKIOHCHHN OTCYTCTBYIOT Ha

CepHsl DpOH3Be/1eHA H NPOKONTPOJIHPOBAHA B COOTBETCTBHH € JIMICH3NEH HA IPOHIBOACTBO
JeKAPCTBEHHEBIX CPACTB, TPeGOBANAAMHE PerHCTPANHOHIOIO J0Cke, TPeGOBANNIME OPranHIaANY
HOPOH3BOLCTBA H KOHTPO.IA KA9eCTBA JeKAPCTBeHHBIX cpeaAcTs (npasuia GMP), a Taxske RbIMH

TpeGOBAHHAMH NeHCTBYIOUIET0 3AKOHOJATEILCTRA.

IIpoayxkuus paspemieHa K peainzanun

YnoanoMoueHHOE THUO

HauaasHuk otaena

/
(

Crenanosa M.C.

(1omxHOCTE)

(rmoamuce) (pacind)poBKa MOATHCH)

TMonoxenne o nune, OTBETCTEEHHOM 3a BBIITYCK CEPHH (YIIOIHOMOMEHHOM JIHIIE TI0 Ka4ecTBY), 1ata yB. 11.01.2021







