WUHTennexkT Ha 3auuTre

300pOBbA

® NOJIMCQOH

AHanaTHYeCKHH nacnopt Ne 49

OBILECTBO C OFPAHMYEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONNOTMYECKAA ®APMALIEBTUMECKAA ®UPMA «NNONHUCAH>
192102, Cankr-lNletepbypr, yn. Canosa, 72, kopn.2, MMT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

Tpenapar: IATO®JIABHH®, pacTeop A8 BHYTPHBEHHOI0 BBEACHHS

Cepus: 60121 PN003135/01
®opMa BEITYCKA: pacTBOp IUIA BHYTPHBEHHOTO BBENCHUA
(ammyna) 10 ma x 10 (mauka KapToOHHAA)
Konnuecrso: 11883 ym.
Jlata u3roToBneHua: sHBapb 2021 r.
JlaHHEBIEe aHAJIA3A
Iloka3zaTensn Tpebosanua HJI P N003135/01-220319, Jannbie
HiMm. Ne 1 AHAJH3A
1 2 3
1. Onucanue IIpozpavuHas XHAKOCTH XKENTOTO 1BETA IIpo3pagnasn
(Bmsyansasiit MeToa, FD PO") KHIKOCTh KENTOTO
LBETA
2. ITomMHHOCTS:
- pubodnasana Gocdar HaTpHa CrieKTp NOTTIONIEHAA HCTIBITYEMOI0 PacTBopa, CootBercTByET
MPHINOTOB/ICHHOIO AJIA KOMHYECTBEHHOT'O OMPENCICHHA,
NOMy4EHHBIH Ha CeKTPOGOTOMETPE B KIOBETE C
Tonmuuo# cioa 10 mm B o6nacts ot 300 xo 550 uM
JIOJDKEH MMETh MaKCHMYMBI ipH (445+2) HM ¥ npH
(37342) aM (CnexrpodoToMeTpns)
- AHTapHas KACIOTA Ha xpoMarorpaMMax MCIILITYEMOTO PacTBOPa JNOJDKHEI
- MErTIOMHH TPHMCYTCTBOBATE IBA OCHOBHEIX [THKA, COOTBETCTBYIOMMX CoOTBETCTBYIOT
- HHO3MH o BpEMECHaM YACPXHBAHNA MHKaAM HHO3HHA H
HHKOTHHamMHIa (cnekTpodoTOMETpHYECKOS
EHTTRIINTER JETEeKTHPOBaHHE NIpH 254 HM), U JBa OCHOBHEIX [THKA,
COOTBETCTBYIOIMX 110 BPEMEHAM YEPKHBAHHS ITHKAM
SHTapHOH KHMCIOTBI H MEIIIOMHHA
(pedpaKToMETPHUECKOE JETEKTHPOBAHMKE), HA
XPOMATOrpaMMax pacTBopa cpaeHerHs (a) (BIXKX)
3. IIpo3pavHoCTh TomwkeH 6bITh npo3pausbiM ([P PO") Tpospagsbii
4.pH Ot 6,0 1o 7,0 ('® PO’, nOTEHIMOMETPHIECKH) 6,7
5. U3BnexaeMbiit 0GBEM, MI He menee HompramsHoro (I'd PO*) 10,0
6. MexaHH9ECKHE BKIIOYECHHA
- BHIHMbIC MEXAHHUECKHE BXTIOYeHHA JlomKeH COOTBETCTBOBAT TPeGOBAHHAM CootBercTByeT

- HEBHMMEBIE MEXAHHYSCKHE BIJIIOUEHHA

(T'd PO, BusyansHbii)
Cpeanee uncno vactuy pasmepom 10 Mkm 1 Gonee ne

10 mxM u Gonee — 77

J0JDKHO TipeBbiarhk 6000 B oqHoH ammyrne, a cpenHee HA aMITy Ty

YHC/IO YAaCTHII PasMepoM 25 MkM 1 Goniee He I0JDKHO 25 mxmM H Gonee —2
npessimats 600 B ool ammyne (P Pd°, merox 1) Ha aMITyJay

7. POICTBEHHBIE NMPHMECH:

- MIIOKCAHTHH, IYaHO3HH CymmapHoe conepsxanne He Gonee 3,0 % ot 0,1
HOMHHATLHOTO COLEPKaHHA HHO3HHA (BIKX)

- HHKOTHHOBaA KHCJIOTa He Gonee 3,0 % 0T HOMHHANBHOTO COAEPXKAHHSA 0,07
HMKOTHHAMHJIA (BXX)

- HeHIeHTHQAITHPOBAHHEIE MPHUMECH CyMMapHOe COAEpKaHHEe OT CyMMB TUlomaneH 0,06
NMKOB HAKOTHHAMK/IA ¥ HHO3HHA HE JIOJDKHO
npesbimarh 2,0 % (BI%X)

- JBOMH(IABHH He Gonee 0,20 % 0T HOMHHaIBHOTO COACPXKaHHA 0
pubodnasuna dhocdara HATPHA (BIXX)

8. bakTepHanbHBIe SHIOTOKCHHBI TlpenensHoe conepxaxue He Gonee 17,5 EO/mn Menee 17,5

(I'D PO’ meton A)

9. AHOMa/TLHAA TOKCHYHOCTh

JlomxkeH OBITh HETOKCHYHBIM
(T'd PO

HetoxcHuHbLi

10. CTepHIBLHOCTE

TlomieH GLITL cTepribHbM (T'® PO°, MeTox
meMOpanHOH PHIBTpANMH)

CrepunbHbIi
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11. KonndecTBeHHOE ONpeIeNieHHe ot 0,0018 mo 0,0022 r/mn Ci7H20N4NaOsP 0,0019
(pubognasrHa ocdara HaTpus)
(Cnexrpodoromerpus)
ot 0,090 no 0,110 r/mu C4HeO4 0,095
(wHTapHOH KHCNOTHI) (BIXX)
ot 0,1485 no 0,1815 r/mn C7H17NOs 0,1630
(MermomMHHa) (B2XX)
o1 0,0180 o 0,0220 r/mn CoH12N4O5 0,0196
(wrO3MHE) (BDXKX)
ot 0,0090 1o 0,0110 r/ma CeHeN,O 0,0097
(HuKoTHHaMHAIA) (BIWX)
12. YnakoBka Ilo 10 mn B amMmymel xopmuHeBoro crexia. Ha | ITo 10 ma B ammynax
aMITyJTy HaKIEeHBAIOT ITHKETKY CaMOKIEAIIYHOCH. KOpPHIHEBOTO CTEKTIA.
ITo 5 aMmyn NOMEMAKOT B KOHTYPHYIO A4eiKoBylo | Ha AMIYTY HakieeHa
YOAKOBKY M3 [UIEHKH NOJHBHHHTXIOPHAHOM. :a_“zmmucﬂ
Konrypnyio AIeHKoByI0 YUaKOBKY | ¢ pp— Kom_}'{pm "
TEPMOCKNIEHBAIOT € IUNEHKOA NOKPOBHOH WIH | juow oo o yTIAKOBKE
(oneroil aMOMUHHEBOH, HITH OCTABIISIOT OTKPHITON. | ws nnankw
1 wm 2 KOHTYDHBIE TUEHKOBHIE YIIAKOBKH NOTHBHHHITXIOPHIHOM.
BMECTE C HHCTPYKIHEH N0 IPHMEHEHHIO IOMEIAIOT | 2 KOHTYPHBIE
B MaYKy H3 KapTOHAa. [l1d KOHTPOJA MEpBOro | AveHKOBBIE YIIAKOBKH,
BCKPBHITHA GOKOBbIE KJIANMaHbl MAaYKH MOTYT OBITh | TSPMOCKICCHHEIE C
JAKIEEHBl € [JBYX CTOPOH OTHKETKAMM Wim | TVIEHKOH IIOKDOBHOH, ¢
TEPMOCKIIEEHBI. HHCTPYKLHEH 110
NPHMEHEHHIO
NOMEIICHEI B TAYKY H3
KapTOHa.
13. Mapxuposxka 1) TNeperunas ynaxkoska 1) Tepoirinas ynaxossa

Ha ammynax Ha caMoK/IeAmeHCs ITHKETKE YXa3bIBalOT:
TOBapHbIH 3HAK IPOU3BOJIHTEIS, TOPIOBOE HAMMEHOBAHHE
JIEKAPCTBEHHOTO  Mpenapara ¢  NpeaynpeaHTensHOR
MapkHpoBkoH ®, 06BEM B MIUIWIMTPax, colepXaHue
AeHCTBYIOIMX BEIIECTB, HOMEP CEPHH, CPOK TOTHOCTH,
JIEKapCTBEHHYIO hopMy.

2) BroputiHas ynakoska

Ha nnéHke nOKpOBHOM yKA3KBAIOT: TOBAPHEIA 3HAK
npoussoautens. Ha donere amomunmresolt yxassisaior:
TOBADHBIA 3HAK ITPOM3BONMTEINA, HOMEP CEPHH, CPOK
FOAHOCTH.

Ha nauxe yka3bIBalOT: HAMMEHOBAHHE MPOM3IBOIMTENS,
€ro TOBAPHBIA 3Hak, aapec, Ten./akc, TOprosoe c
NpenynpeanTeIbHOH MapKHpOBKO# ® K rpynnupoBoYHOE
HAHMEHOBAHHS JIEKAPCTBEHHOTO npenapara,
JEKapCTBCHHYIO  dopmy, 00BEM  npenapata B
MHJUTH/IMTPaX, COCTaB, YC/I0BHA XpaHeHHs, «[IpHMEHATE
M0 Ha3HAYCHUIO Bpaya», «XpPaHHTs B HEAOCTYIHOM A
nereii Mectely, «CTEPHJIBHO», ycnosus ormycka,
Cnocof  NpUMEHEHHS, HOMED  PEerHCTPAIHOHHOIrO
YOOCTOBEPEHHS, HOMED CEPHH, CpOK TOIHOCTH,
KOIHYECTBO aMITyJl B YNIAKOBKE, INTPHXOBOH ko EAN-13,

rpajuyeckoe u3oGpaxkenne ammyni B, nukTOrpamMMeL
pacuiudpoBKa IIHKTOrpaMm

« - nexapcreenHas opma HUIKA S»,

« cnoco6 npumenenns BHY TPUBEHHO,
KAITEJIbHO»,
L B

« B B papmaxorepanesTHyeckas rpynna [IPOYHE
TIPETTAPATSI JUI51 IEYEHH L 3ABOJTEBAHMM
HEPBHOH CHCTEMBI».

JlomyckaeTcs HAaHECEHHE CDEACTB MAEHTHQHMKALMH 1A
CHCTEMBl MOHHTODHHIa JIBHXKEHMA JICKAPCTBEHHBIX
TIpenapaTos,

Ha ammynsx na camoxnesmefica
ITHKETKE YKA3AHB. TOB2PHMA 3HAK
NPOHSBOAMTENA, Toprosoe

«[lp no

Bpauar, «XpaMuTL B HEAOCTYNHOM
ons Aereit MecTely,
«CTEPHJIbHO», yeaosn
oTIIycKka,  Cnocof  MpHMeHeHHA,
HOMEP PETHCTDALHOHHOMO
YOOCTOBEPEHHS, HOMED CEPHH, CPOK

ynaxoske, wrpwxosoi won EAN-

13, rpapuueckoe  sobpaxenue

AMITy TR THKTOTPAMMEI,
pactiH@poBka mHXTOrpAMM

wnexapeTaennas dopma KHIKA S,

wcnocol npumeneiss BHY TPHBEHHO,
KATETEHO»,
LR ]

“PEpMAKOTCPANCETHHCCKAT rpyTIa
TMPOYHE [MPETIAPATBI UL
JEYEHWA JABOTEBAHHI
HEPBHOH CHCTEMbl».

Hageceso cpencrso
HAEHTHOHKALIMH QNS CHCTEMM
MOHHTODHHIA ABHXEHHE

HHC-KO-2000-0160 «KorTpons npouseeen oM mponykiumim», Bepcua 9. Jlata peenenns: 05.11.2018
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14. Xpanenue B sammmennoM oT cBeTa MecTe mpH TemmepaType He | B 3ammmieHHow er cseta
BRIIE 25 °C. MECTE NPH TCMIKPATYpE
He hime 25°C.

*- neiicteyromee m3nanne ocynapcrennoi ®apMakonen Poccuiickoii ®enepatun
3axmouenue: cooTBeTcTBYeT Tpebosanuam HJI P N003135/01-220319, Ham. Ne 1

Mata Belnaun nacnopra: 12.02.2021 Cpox roguaoctu no: 01 2023

3asenylomuit KAnJI

Havyansnuk OKK

JlHpexTOp Mo Ka4ecTBy

HHC-KO-2000-0160 «KoHTpons NpoH3BENCHHOMN Mponykimm», sepcus 9. lara spenenms: 05.11.2018







000 “Hayuno-rexnonoruueckas ¢dapmanesTHueckan pupma “IIOJTUCAH”

Paspemenue Ha peasmsaumio No

Haumenopanue

opma BeIIyCKa

MHH

PY No

Hopmarnsras goxymenTanus
Howmep cepun

Pasmep cepuu

Konugecrso nocsie koHTpons
Ne Ananutngeckoro nacnopra
Tozen no

Ilpeanpustae-npoussomurens

ITpe anpuaTre-ynaxopmk

00000114 or 18.02.2021

IHTO®JIABHH pacTsop A8 BHYTPHBERHOI 0 Beefenns 10 s Nelo,
Poccuiickas ®exepanns

amnyaa 10 s x 10 (nauxa kapronnas)

Huozn u+Hi|R0'mHamun'l-]’uﬁodmanuni-ﬂnmpuaa KHCJI0TA
P N003135/01

P N003135/01-220319 u3nm.Nel

60121

11 883 ynx

11 844 yox
49
0123

000 «Hay4no-Texnosornueckas dapmanesTaaeckan pupma
«I1OJIHCAH», 192102, Poccuiickan @epepanus, r. Cankr-IerepGypr,
yia. Canosa, a. 72, k. 2, auT. A

000 «Hay4no-Texnonorngeckas papmanenTruaeckas $upMa
«[IOJTHCAH», 192102, Pocchiickas Denepauns, r. Canxr-Merepbypr,
ya. Canoma, 1. 72, k. 2, auT. A

AHAJTH3 NPOM3BOACTBEHHOMN TOKYMEHTAIHN

Hocke Ha cepHIo IpoBepeno Ja
Hocne na cepuio oxobpeno Hda
Kpuraueckne oriioueHns OTCYTCTBYHOT Ha

Cepnas npousBeiena n NPOKOHTPOJIHPOBANA B COOTBETCTBHMN ¢ JIMUeH3Hel Ha IPOUIBOCTBO
JIEKAPCTBEHUBIX CPEACTB, TPeGOBANHAME DErHCTPANHOHHOTO ROChe, TpebOBAHHAMH OPraHH3ANNK
HPOHIBOACTEA H KOHTPO/IA KAYECTBA NeKAPCTBeHHBIX cpeacts (upasua GMP), a Tarcke RHBIMH
TpeGOBAHAAMHE el CTBYIONIErD 3aKOHOAATE1LCTRA.

IIponyknunsa paspemena k peannsanun

Ynoanomouernoe muuo

Havansuuk oraena

7

¥ Crenanosa M.C.

(RODKHOCTS)

(noamcs) (pacindposka noammcu)

Honosxkenne o ;mue, oTBeTcTBeHHOM 22 BHIITYCK CepHH (Y IONHOMOUEHHOM THIE 1o Kadecisy), aata yrs. 11.01.2021







