MHTennekT ma 3auiure
380posby

OBLUECTBO C OTrPAHUYEHHOF OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOMMYECKAS

Ten.: 812 710 8225, dakc:

AHanMTHYeCKuii nacnopr Ne 1107

DAPMALEBTHYECKAR OUPMA «NMONUCAH~
192102, CaHuT-neTepéypr, yAn. Canosa, 72, KOpn.2, nur, A,
812 764 6284, e-mail: info@polysan.ry

Mpenapar: IHUKJIO®EPOH® PACTBOP /191 BHYTPHBEHHOTO | BHYTPHMBIIIEYHOr0 BBe{eHHs
125 mr/mn

Cepus: 801120 P N001049/03

®opma BEITycKa; (ammmyna) 2 M X 5 (mauxa KapToHHas)

Kommuectso: 43998 ym.

Jlara u3rotornenns: HOs6pn 2020 .,

Hokasarenn

Januble anannag

I

| _TpeSopanus HI P N001049/03-091118, nm. Ne 1
2

3

1. Onucanune

IIpospaynas xunxocrs *&NTOrO UBETA
(Buzyanbuuii Meton, I'® PO¥*)

2. NNonnuHHOCTS:

Ipospaunas xuaxocrs
KENTOrO 1BETA

Crextpy  nornomenms HCIBITYEMOTO  pacTBOpa M pacreopa
- KCYCHasi KHC0Ta KTpl o BITY P p P: P!
Ty CpabHeHus (b) B obnactu or 340 Z0 450 HM NOTKHH HMeTs Coornmmy JOT
MAKCHMYMBl H MHHHMYMH TPH OIHMX  Tex sxe AHHAX  BOMH
(Cne MCTPHA B YJILTPadHONCTOBON W BHAHMO#H obnacmx,
I'd Po*)
Bpews  ynepkmBamna  ochomHoro muxa Ha  xpoMarorpamme Coome’rmye'r
HCMBTYEMOrO pacTBopa, NPHIOTOBNEHHOTO Ay KO/THYECTBEHHOTO
ONPEACNEHHS, NODKHO COOTBETCTEOBATE BPEMCHH Y ICDXHBAHHA
OCHOBHOTO [THKA HAa XPOMATOrpamMe PacTeopa cpasueHHs (b)
(BIXX, T'd Po¥)
- COCHHENNA AKPHIAOHOBOrO paa Hcensrryemsii PacTBOp, NPUTOTOBNEHHMIN gy KO/THYECTBEHHOTO Coornm'rsy eT
OnpeaeneHns, HMeeT XapaKTepHyIo tHoneToRO-CHHIOKD
JIOMHHECLEHIHIO
(BusyansHeii MeToz, I'® PD*)
- MEITIOMHH IlamHo pososaro-opakesoro 1peTa METTIIOMHHA Ha XpoMaTorpamme
(N-meTHnrmoxamum) HCOWTYEMOTO  pacTBopa o monoeHHO, OKPAaCKE M BCTHuYHHE Iprcyretsyer
BOIDKHO COOTBETCTBOBATS MIATHY
METTIOMHHA 12 X pOMATOIaMME PacTBOPa CPABHEHHA
(TCX, I'd PO*)
3. [MpospavnHoCTS Homken 6biTs NPo3paTHLIM (C'D Pd*) ITpospaunii
4. pH Or 6,5 110 8,0 (T® Po*, MOTEHIHOMETPHYECKH) 7.9
5. Mexaundeckne BKTOUEHHS:
- BHIHMEIE MeXaHHIecKHe Homxen cootercraonats TpeGoBaHUAM Cooreercrayer
KITIO (TO PO*, usyantupii MeTox)
? T Cpemnee wmcno gacrim paimepoM 10 MkM u Gonee He nopkHO 10 micm 1 Gonee — 7
HMEI AHHY npessiats 6000 B onHON AMITYJIC, CPE/IHEE YHCII0 YacTHi pazmMepoM HA aMITy Ty
“Hiehun e EChNe 25 MxMu Gonee He aomDKHO TipeBitttats 600 B 00 aMnyne (M Pa>*, 25 MKM u Gonee — 1
BKIIKOYEeHUS MeTon 1) Ha ammyny
6. Poncrsernsie npumecn Enuanynas HEHIEHTHOUUNPOBAHHAS IPHMeCE — 0,06
He Goutee 0,20 % (B3XKX, I'D PO*)
Cymma npumeceit — we Gonee 0,50 % (BOXX, I'd PO¥) 0,06
7. HannekaeMelif o6bEM, Mn He menee HoMuHANBHOTO IT'D PO¥) 2,0
8. BakTepuanbHsie SHIOTOKCHHEI, IpenensHoe conepxanne Memnee 0,5
ED/mr AKPHAOHYKCYCHOM KHCJIOTEI He Gonee 0,5 (I'd Pd*, metox A)
9. CrepuneHocts HoIDKeH GbITh CTEpHIBHBEIM CrepanbHbIii
(I'® PO*, MeTOA MpsiMoro nocesa)
10. KonryecTrennoe onpeieNieHHe Or 118 5o 131 mr/ma C1sH;iNO, 124
(axpraouyxcychoit KHCIOTBI) (BOXX, I PO*)
Ot 87 10 106 Mr/ma C7H17NOs 96
(N'MCTHIII‘J!IOKaMHHa) (Turpumerpus, ['D Pd*)
ITo 2 mn B ammrym 13 KOPMUHEBOTO CTEKNA. Io 2 ma B ammynax w3
11, Ynaxoska Ha aunyny naxneusaior ITHKETKY CaMOK/IEAIYIOCS, KODHYHEBOTO cTexna,
Do 5 amnyn nomearor » KOHTYPHYIO M4eHKOBYIO yIakoBKy M3 nadmicn Ha ammyny naxneena smukerxa
NONHRREKICIOPKIHOR. KoHTypryio aueitkosyio YUakoBKy TepMOCKIeHRalOT ¢ | CAMOKIIEAIascs, .
[IeHKOH NOKPOBHOR WIH (OTLIOd ATOMHHHEBOR Ay OCTARIAKOT OTKPHTOH. ] ‘”‘ﬁ?“ TIOMELUEHE B :3“ I':)"P“W’
1 koBTYpHYIO AueliKOBYIO YNIAKOBKY BMecTe ¢ HHCTpYKuHedt no ::m;:m Yﬂa;:]zi. Ert
oy s TioMeratoT B nauky w3 kapToua. KoHTypHas sveiixosas ynakosxa
Jna xouTpons nepeoro BCKPHITHA GOKOBHE KanaHm nauky MOryT GuiTh TepMockneena
34KICCHB ITHKETKAMH. C IUIEHKOH TIOKDOBHOR.
1 xoRTYpHax mefikoBas YTaKkoBKa

BMECTE ¢ HHCTPYKUMeit no
TPHMEHEHMIO IOMEWIEHA B nanky
H3 KapToHa.

TpeGosanns HJl k ynaxorxe
cobmonens,




C I 2

rlz. MapKHpOBKa 1) MepBuunas ynaKkobka.

Ha ammynax Ha caMoKnesamelica ITHKETKe yKashiBaioT:
TOBapHbIi 3HAK MPOH3BOAUTEIA, TOprosoe
HAHMEHOBAHHE NEKapCTBEHHOr0 Npenapara ¢
npenynpenmcnhﬂoﬁ MapKHPOBKOH ®, KOHLICHTPALIHIO
B MI/MA, 0GBEM B MIUTATHTPAX, HOMEP CEPHH, CpOK
TONHOCTH, JIEKAPCTBEHHYIO dopmy.
2) IpoMexKyTOYHas YIaKOBKa.
Ha riéHKe TOKpOBHOH WIH (OIbre amoMmHHEB0i
YKa3sIBAIOT: TOBAPHE i1 smak mpouzpoaurens. Ha
KOHTYpHO# S4AKOBOH YTIAKOBKE, CKJIEEHHOM C
donsroit AMOMHHHEERDH, JOTOHATENbHO YKa3BIBAIOT
HOMEp CepHH M CPOK [OAHOCTH.
3) BropruHnas ynaKkoBka.
Ha nauxe yKa3blBaloT: HAHMEHOBAHHE TIPOU3BOIUTEN,
ero TOBapHBIH 3HAK, d1pec, Ten./(akc, TOproRoe
HaEMeHOBaHME J1eKaPCTBEHHOTO TIpenapaTa o
npe,uynpenn‘renhﬂoﬁﬁ MapKHpPOBKOH ®,
rpyNMHPOBOYHOE HAIMEHOBAHHE JIeKapCTBEHHOTO
npenapara, JeKapeTHeHHYIo dopMy, KOHUEHTPALHIO B
Mr/M1, 0GBEM NEnIapaTa B MHILTHITHTPAX, COCTaB ¢
yKa3aHueM HAAMEHOBAaHUA H KOJTH4ECTEA
NefiCTBYIOIErO H BCIIOMOTaTeIbHOTO BELIECTE,
YCIIOBHA XPaHCHHA, «ITpHMEHATD [0 HA3HAYECHHIO
Bpaua», «XpaHuTh B HEIOCTYITHOM /A neteH mecte!»,
«CTEPUJIBHO», ycnoBHA OTIYCKa, crioco®
OpHMEHEHHS, HOMED PETHCTPAUHOHHOTO
YIIOCTOBEPEHHA, HOMED CEPHH, CPOK TOIHOCTH,
KOJIHUECTBO amITyll B YIIAKOBKE, mTprxoBoit koa EAN-
13, dapmaxon (pharmacode), rpadmicckoe

y306pakenie ammy/isl I IONOTHHTEIBHbIC HaJTHCH:
MMKTOTPaMMBbl, paciun(poBKa NMKTOIpaMM
«@nexapcTpernas (popma JKHIKAA,

«ala CrI0CO6 TIPHMEHEHHS BHYTPUBEHHO»,

«mat CTIOCO0 MTPUMEHEHAA BHYTPUMBILIEYHO»,

« | gapmakoTepaneBTHIECKaA rpyTMa MPOYHE
WMMVYHOCTHUMVIJISITOPLI». [lomyckaeTcs
HaHeCeHHe CPeICTR HICHTU(HUKAIMM ISl CHCTEMBI
MOHHTOPHHTA [BH>KEHUSA NIEKAPCTBEHHBIX NIPENapaToB.
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1) Ilepeuynas ynaxkonss

Ha aMmymnax Ha CaMOKF

JTHKETKE YKa3aHbl: TOpagmll 3HAK
POH3BOIHTEIA, TOProbie
HAHMCHOBAHHE JICKADCTICENOTO
npenapara ¢ TIpe Ty e IEbEOH
MapKkupoBKofi ®, KoHUESTMINS B
Mr/MT, 0OBEM B MHJUTHIETHRX,
HOMEP CEpHH, CPOK TO/IEXTH,
TexapeTBerHa popma.

2) MpomMexyTOMHAS YIRKIBKA.
Ha miEHKe NOKpOBHOH yeasaibi.
TOBApHBLH 3HAK MPOH3BYIMIENA.

3) BroputHas yNaxKosss.

Ha nayke yXajaH(: HARMCBOBAHHC
TNPOM3BOIHTEILR, M0

InaK, ATpeC, Tel/(aKc, Toposoe
HaHMEHOBAHHE }Iegapc'_’ﬂ)
npenapata ¢ npeAynpeATeRbHOR
MapxupoBKo ®, rpyTIIEpESOTHOS
HaHMeHOBAHHS JTeKaPCTREHNOT0
npenapaTa, eKapCTacHman YopMa,
KOHUCHTDALAA B MT/Mu, OfEM
npenapaTa B MEJLIATHTaE, COCTas
¢ yKa3aHHeM HAMMEHOBMEEE H
KO/IHYECTBA ACHCTBYIOMETD H
BCMOMOTATENBHOTO BEDIECTS,
YC/IOBHA XpAHEHHA, «[TpeMenATE
110 HasEAYEHIHO Bpauan, «XpaHHTD
B HenoCTYTHOM i peredl
mecre!», «CTEPHITBHO»,
VCNOBHA OTITYCKE, criocob
NPHMEHEHHA, HOMEP
PETHCTPALHOHHOTO
YAOCTOBCPEHHA, HOMCP CEpiH,
CPOK FOJHOCTH, KOJIHAEETI0
aMITyn B YNAKOBKE, LITpROBOI
xon EAN-13, gapMaxod
(pharmacode), rpacymuccsne

wsobpaxente aMmyns
JONOTHHTE/IBHBIE HAIIMCE
NHKTOrDAMMH, PaciAgponia
MHKTOrPaMm

«aexapernenman popwa MHKA D,

Henocol mpecTcHIL BHYTPHEEHHO»,

#CTIOCOD NPRMEHEHRE BHY TPAMBMIETHO,
il

«hapmaxoTepaneaTHUCCKE PyTNA
[POYHE HMMYHOCTHMYRATOFbI».
HaseceHo cpeficTBO

MaeHTHOUKALEH [UIS CHCTEME
MOHHTODHHIA ABAMEHRA

13. Xpauneuue B saummenHoM OT CBETa MecTe MPH TEMTepaType 0T 01025°C.

/IeXKAPCTBEHHBIX TPETIAPATOB.
B 3aI{HIIEHHOM 0T CBECTA
MecTe npH Temneparype ot 0 J
a0 25 °C.

* . neflicTBylolIee H3laHHE TocyaapcreerHo# DapMakonex Poccuiickoii @enepaliu
3aknrouenye; cootBeTcrByeT Tpebosanmam HI1 P N001049/03-091118, m3m. Ne 1

JlaTa BBINAUH NACMOPTA: 24.12.2020

Cpox romsocTd 10: 11 2025

3asenyroumi KAHI B ch;g;}gfw A. B. Ckox
(hapMaLEBTeckan DipMa
Hauamsaux OKK «MONUCAHY ‘ A. Y. ®énoposa
[ns BOKYMEHTCB o
JIMpeKTOop MO Ka4yecTBy = C. Y. Cropux

HHC-K0-2000-0160 «KouTpons npon3BeaeHHOMN MPOIYKIMI) , BEPCHA 9. lara seenenms: 05.11.2018




PABPENEHUE HA»EEEUDﬁﬂHHﬁD
oT 28.12.2020

llpenapar, dbopma BHNIyCKAa

801120

KommuecTro HO KOHTpomns 43 398 yoxk
— T 7P UK

Konumuectno flocyne KoHTponsg 43 911 ynx
—_— T YR

e AHaymMTuue cxoro nacropra 1107
ks

Ananms HponsBonCTRBeHHOR HOXKyMeHT Ay
Hocke na Cepuk nposepeo da
Hocee Ha Cepul onoBpeno da

Kpurmuecxume OTRIIOHEHM CTCyTCTRYOT Hda

Cepus NpouzBenena yu [IPOKOHTpOMMpoBana » CooTBeTCTRMY JMUeH3net
Ha npouszBomcTRO JI€KapCTBEHHAX Cpencrs, TpefoBanmamy
Perucrpaunonsoro Aocke, TpeBoBaHmaMmy OpraHuzal My npoussoncrea u
KOHTpons kauecrra JIeKapCTBeHH X CpencTs (npaswun GMP), a Taxkxe

YronHoMouennoe JIMLO (i;//

Benyupt MHXeHep no i
KadecTBy o~ 4 Crenanosa M.,
{nomxuocTe) (onmamcs ) (pacumdporxa noamnmcu)

lonoxenue o JMUe, OTBeTCTBeHHOM 3& BHIYCK cepum ( YIomHOMOYe oM
Jmue no KadecTBy), nara YTB. 05.12.2019






