UHTennexkT Ha 3aumrte
3n0poBbA

® NOJIMCQH

OBIWECTBO C OFPAHWYEHHOW OTBETCTBEHHOCTBIO

«HAYYHO-TEXHOJIOTUYECKAA ®APMALIEBTHYECKAA ®UPMA «MO/NUCAH»

192102, Caukr-Metepbypr, yn. Canoea, 72, kopn.2, nuT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

AHanuTH4eckmMii nacnoprt Ne 438

Ilpenapar:

Cepus: 850521
@®opMa BEITYCKa:
Konuuecrso: 750 ym.

IHara usrorosnenusa: Maii 2021 r.

PEAMEEPHH® pacrsop aas undysmii 1,5 %

JaHHble aHAIH3A

P N001048/01

(xouTteinep) 500 mn x 20 (Tapa kapTOHHAs) (U1 CTAllMOHAPOB)

IlokazaTeanb

TpeGosauns HI P N001048/01-290319,
H3m. Ne 1, H3m. Ne 2

Jaanbie agannsa

- HEBHITHUMBI€ MEXAHHYCCKHE BKIIOUCHHA

(I'd Pd*, BusyanbHkIi METON)

B 1 M1 cpeHee GHCI0 HacTHIL pasMepoM 10 MxM B
Gonee He NO/DKHO NpeBHImAaTs 25, a CpeIHee YHCH0
HacTHLl pasMepoM 25 MKM i Gosiee He A0/DKHO
npessunats 3 (I[P PO*, meton 1)

1 2 3
1. Onucanue [pospadnad GecuseTHas HUAKOCT: (BusyansHelil Meron) | [Mpospaunas GecupeTas XHAKOCTS
2. TTOTMAHOCTE:
- AHTApHaA KHCI0Ta BpemeHa yOEPXKMBAHHS [HKOB AHTAPHOH KHCIOTH M Coo*mc’myxo‘[
- METIIOMMH MCTJIOMHEA Ha XPOMaTOrDaMMax HCTBITYEMOro pacTsopa,
TIONYSEHHLIX NPH KONMYECTBEHHOM OMNPEMENEHNH, MOIDKHE
COOTBETCTBOBATD BpEMCHAM YASPKHBAHHA THKOB
COOTRETCTRYIONIMX BENIECTB HA XPOMATOTPAMMAX DacTaopa
cpasrenms (BOXX)
i Hanuuyne aHaIMTHYECKOrO CHrHana NpH KOJHYECTBEHHOM
uarpufl onpencncHUA haTpia (ADC) Hpstcyrersyet
Hanuuse aHANMTHYECKOTO CHIHANA OPH KOJHYECTBCHHOM 1
*AB onpeencrEuH kanus (A3C) PREYICTRYER
= XJIOPHIBI XapakTepHas peakuus
(KauecTpeHHaa peakius EQ** 2.3.1, peakins a) Tlom IEHaR
- Marsuit XapaxTepHas peaxiis
(Kagecrpennas peaxuns, [0 PO¥) TonoxurebHan
3. IpospaduHOCTh Homxked 66ITh mpo3patnsiM (I'D PO¥) Tpospaunsii
4, IlBeTHOCTH JlomkeH 6uTh 6eciBeTHRIM (I'D PO¥) BecupeTHbli
5.pH Ot 6,0 10 7,0 (T® PO*, NOTEHIMOMETPHYECKH) 6,4
6. MexaHu4Yeckne BKITIOICHHS:
- BHIMMBIE MEXAHHYECKHe BKITIOUCHHA Jomken cooTpeTcTBOBATH TpeGoBARMAM CoOTBETCTBYET

10 mMxm H Gonee -1 B | Mn
25 mxM 1 Gonee - 0 B | M

Ha xoHTeinep
5 ml@mmeﬁuqmlmlsumsoounumcnmpymmnn
B AmHK K3 rod

xapToHs (OTHYCK NO peuenTy).

32 xouTeiiepa no 250 M wm 20 xonTelinepor no 500 ma sMecTe ©
unm‘pymulmmwnmuy p B TPY
TRPY SUIHK W3 KAPTOHA rodpup (mna pos). K

N0 MEANUHHCKOMY NIPHMEHEHHIO PABHO KOMEJCCTEY
nepeBHuHLI YITAKOBOK B rpynnosof Tape.

7. UzBnexaeMblii 00BEM He menee somMuransHore (P PO*) 540
8. OcMONAIBHOCTD ot 284 710 347 MOcm/xr (T'd PO*, kpuockommieckuit) 316
9. AroManbHaA TOKCHIHOCTE JlomkeH OBITh HETOKCHYHBIM HeTOKCHYHBIR
(st KOHTEHHEPOB MOTHMEPHBIX) (T'D PO*)
10. BakrepranbHble SHAOTOKCHHBI Ipenensnoe coxepxanne He Gonee 0,5 ED/mn Mesnee 0,5
(I'® PO* meTon A)
11. CTepHIEHOCTD Jonxen Guits crepuibHeM (I'® PO¥) CrepunsHbIH
Cepra BHITYIIEHA 110 NapaMeTpaMm
12. Tlornomenue B Y®-ob6nacTa OnTHyeckas [UIOTHOCTE NPENapaTa NpH JUTHHE 0,004
(019 KOHTEHHEPOB MOIAMEPHBIX) BOJIHEI 280 HM HE JOJDKHA NpeBLIats 0,2
(CnexrpodoTomMeTpHs)
13. KonH4ecTBEHHOE ONpe/iC/ICHHE:
- CYKIHRATH Or 41,4 o 50,6 mmoms/n (BIXKX) 46,5
-~ METTIOMHH Ot 40,2 no 49,2 mmom/n (BIXKX) 44.8
- METTIOMHHA HATPHA CYKIMHAT Or 13,5 1o 16,5 r/n (Pacuérusili meToa) 15,0
- HATpHi Or 132 go 162 muons/1 (ASC) 145
- Kamai 01 3,62 no 4,42 muome/n (AIC) 4,06
- Marumi Or 1,13 a0 1,39 Mmons/n (TuTpumeTpas) 1,33
- XJIOPHIH Ot 98 mo 120 mmamw/n (TwTpuMeTphs) 108
To 200 iam 400 MA B GYTLUTKH CTEKAAKABG BMECTIMOCTLIO 250 xnu 500 Tlo 500 mn B KOETeRHepax 3
14. Ynaxoska Ma, 110 200 1w 400 Mn B GYTEUIXH CTERIAHHLE NEHKH MROTOCTOHRON
mecmnonm?.SOn.m‘l_ﬁ()m...... y P m,_, noMHONEhHHOBON.
e o AASCTINCOB, ‘Ha xourefinep MeTOIOM
Ha Gymsumy TEPMOTICYATH HAHECCHA
x.mmdymrymamcmrpymmmmcmuynp-mmm MapKHPOBKa,
B TIBUKY H3 Kap HA XOTOPO# KONy 20 komreiinepos no 500 ma emecTe
ITHKETKH KOHTPOR NEPBOND BCKPRTHA. mm'ﬂml]m IHIHHCKONY
Io 250 s 500 mn » mwmﬁner:o:;mm MuorocHoRHoi ¢ n‘pmnenm;:o:eemcmcn R

TPYNNOBYIO Tapy NIIMK H3 KApTOHA

HHECTPYKUME N0 MEIMITHHCKOMY
pasHO ™Y
nepsmm YNaKOBOK B rPyMnosoH
Tape.

WHC-KO0-2000-0160 «KoHTpo/Ib NPOK3BEASHHON NpoayKuMMy», Bepcus 10. JlaTa BBEACHHSA: 10.03.2021




MOHHTOPHHTA [P HKEHHY neﬂ]m!mmnpem]mm
Iins cramonspos, Ha sfuxerxe 1p i

(ana ct POB) YKASHBAKOT p 3HAK, anpec,
TeA/(axc NPOHIBOAKTE 35, TOPIOBOE ¢ NPEYTIPEANTE HHOM

LEHTAX, COCTAB, «T¢f

P penapara,
06BEM B MHAMUTHTPAX, KOHLICHTPAIHIO B
OCMOMIIPHOCTS 353 MOCM/m»,

npo; ppeTHYECKan
«CTEPHIIBHO®, «BHY|TPHBEHHO, yciosun xpanemns,

«[lomyckaerca
YROCTOBEDCHHE, HOMEP

, HOMED PETHCTD

SPHH, CPOK n;mmn «XpanuTs B

HEROCTYTIHOM Anx AeTei mecteln, «lIpaMeRtTs Mo HasHAYENO
Bpaan, «[lA8 CTALHOMAR0B», KOHIECTBO mmuﬁn_rpon, IITPHXOBOA

;n.n EAN-13, mamumy nxiprormsic snaxu !,-u-, T, '3’

TCR

p HACHTHOHKAIHH [ CHCTEMB

non;nnpmm NEXAPCTBEHHBIX MPENAPATOS.

1 2 3
15. MapkupoBka 1) Iepeuynas ynaxorxs ) 1) [MepeHuHas ynakoska
ApKHPO! Ha IrHKeTxe OyTaamcu 1 TORAf 3HAK, e, Ha KOHTEHHEPE YKa3aHHI:
AZDEC, Te/(aKE IPOH{SOMHTENA, TOPrOBOE HAMMCHOBAHIE PEIADATA TOBADELL 35
¢ IpeAYTIpEXHTE ML KO papiwpOBKOR ®, JexapcTeemiyio dopay, 4 K,
OOBEM B MHATHAHTPAX, P B p TAX, HOMEP CEPHN, HAHUMEHOBAHHME, afpec,
CPOX NOMKOCTH, cocTas) «TeopeTHiccxax oomonnpocTs 353 MOcw/m, | TelL/dhakc Mpom3BOAKTENA,
«CTEPHILHO», «BHY TPUBEHHO, «HecuaunsaeMocTs TOProBOE HAMMEHOBAHHE
BHYTpeHHEH NoBEPXHO¢TH Gy THUIG HE ABNAETC NPOTHROTIOKAAHNEM npenapara ¢
K HPHNCHCHHIQ NPENAPETA», YCNOBHA xpatermy, «Jomycxaerca "
JAMODAKHBAHKE NPENAPATAY, HOMED Tpeaynpe JHTENbHO
yRocToBepet, muxrofpassard: ‘@, i . MapkupoBKoH ®,
Ha amOMHHHEBOM HiTH KOMOHHHDOBAHHOM KONNETKE AOTYCKACTSA liekapcTeeHHan gopma,
HAHECEHHS HHIHBHAYA] ,onn; 1Emmommmm HOMEPA H/HIH KOHIIEHTPALIHA B MPOLIEHTAX,
ABYMCpHOrD an). st ey " HOMED CEPHH, CPOK IOIHOCTH,
KOJIMAYOK MOTYT BHITL §AHECEHH TOBAPHLIA 3HAK H HAIBAHHE TEXHOMOTHGCKAL METKA,
Ha xouTciinepe y T: ToBapHit 3uaK, , aapes, 06BEM B MWLTHIMTPAX, COCTEB,
Te/L/(aKC MPOH3BOIHTEIL, TOPIOBOE HAHMEHDBANNE NDENEPATA «Teopemiieckan
MpeAyIpemiens ol ufpanponrol @, nexapraestuyio dopuy, ocsonapHoCTs 353 MOcM/i»,
KOHUEHTPALMIO B NPOI¢HTAX, HOMEP CEPHM, CPOK NOAHOCTH, «CTEPWIBLHO».
TEXHOMOTHYECKYIO MeTRy, 00BEM B MILTHIHTPAX, COCTAR, >
«Teoperuseckas ocmosprOcTs 35IMOCM/m», «CTEPHIHHO, «BHYTPHBEHHOY, ycnosua
«BHYTPHBEHHO», ytnosus xpancius, «Jlonyckaerca Xpanenna, «Jlonmyckaerca
P P T EOMED DeTHOTH o 3aMOPXHBAHHKE NPENApaTay,
YROCTOBEPEHHS, rPATY HDOBOYHYIO IIKANY ¢ MHGPOBEIMHE MeTKAMH. HOMED PETHCTPAIHOHHOIO
2) Ha mauxe yxassmaio] PHEDH 3HAK, apec,
TEN./aKe NPOHIBOMNTE TS, TOPTOBOE C NPEAYIPEHTENEHOA YAOCTOBEPEHMA,
M2pxupoBkol ® # rPYTITHPOBOTHOE HAMMEHOBAHHE PENIAPaTS, rpanyHpoBOYHaA lIKana ¢
AexapeTBeiyio Gopuy| oOBEM B MILIHAHTPEX, XOHUEHTPAIHIO B UHGPOBHMHA METKAMH.
TIPOUEHTAX, COCTAB, « TopeTHUECKas 0CMONAPBROCTS 353 MOCM/m», 2) Bropuunas ynaxopka
«CTEPUIIBHO», «BHY TPUBEHHOM, yenorus xpanenss, Hari i
«Jlomy P PENAPATA», HOMCP PETHCTPAUHOKHOTO KETRS [P ITIIONG
YAOCTOBEDEHME, HOMED (CEPHH, CPOK NOAHOCTH, «XPAHHTS B YNAKOBKH KOHTeHHepoB (1ns
HEAOCTYTHOM An% AeTelt MecTely, «[IpHMENsTS N0 HATHA%EHHIO CTAlMOHAPOR) YKA3AHKI;
Bpayua», yCNOBHA OTHyCka, mTpHxosok xox EAN-13, TOBApHBIH 3HAK,
«HecMaunBaeMoCTs BHY TPeHHeH 7 GyTsima ne e —— c
npor x fip OpenapaTay, rpaduteckoe s AJIpec,
nobpamerne Ten./GaKc NPOH3BOAUTENS,
] TOproBOE ¢
Gymeuman ¥, nacrorpaniay, pactungponka mucrorpased
«@ nexapcrpesman dopua PACTBOP JULA HHOY 3Hih, TIpe 1y NpeAHTETbHOH
c1i0006 nprMenernis BHYTPHBEHHO KAMELHO, MapkupoBkol ® u
P aeckay PACTBOPbL BIHAIOIME | TPYTMHPOBOUHOE
HA BOTHO-DJIEKTPQJIHTHBIH BAJIAHC», HAHMEHOBAHHA NpENapara,
JlomyCKAETCH HARECCHNHE CPEACTS MACHTHPHKAIG /UK CHCTEMM neKapcTBeHHAA (hopMa, 00sEM
MOHHTOPHHTA JICKAPCT PENAPATOB.
Ha srmxerxe amun w3 fo¢pupopannoro xapTona (oTmyck no penermy) DRI ARTRAEX, EORTCUTRALIHY
YKA3LBAIOT TOBAPHEH 3{:AK, HAHMEHORAHKE, Axpec, TeiL/daxc B NMPOLEHTAX, COCTaB,
1P Tens, TOPrOBDE © MPe/yNPEHTELECR NAPKHPOSKOH ® 1 «Teopetuyeckan
TPYTIIHPOBONHOS HAMMUHOBAHNA NPENAPATS, NEKAPCTRAIIIYIC OPMY, ocMonapHOcTs 353 MOcw/n»,
OOBEM B MIIUTHIHTDAX, KORLKHTPALINO B TPOUCHTAX, COCTES, «CTEPHJH:HO»,
«Teopetmiecxas ocuoaypHOCTS 353 MOcm/m», «CTEPHIIBHOR, «BHYTPUBEHHO yenoBi
«BHYTPHBEHHOw, ydxonux xpasenss, ycnosss otmycks, 3
«flomycxaCTCK SANOPRAGIBAHIE IDCIAPATAY, HOMEp pervcTpanKorsore | XPaHeHHs, «JlomyckaeTcs
YROCTOBEPCHHA, HOMEP [£PHH, CPOK TOAHOCTH, «XPAHHETS B 3aMOpPaXHBAHHE NPENApaTay,
HEROCTYTOM ARX Agtei MooTel, «[IpruersTs no HOMEP PETHCTPALHOHHOTO
BPAYEY, KOHYECTBO KOHTeHEpOB, urrpixosod xoa EAN-13, YAOCTOBEpeHMS, HOMep CepiH,
mmmynmmmmu!-u.f 2 CPOK rOIHOCTH, «XpaHHTs B
y <p ¢ AR CHCTEMM HEAOCTYIHOM /UIA JIETCH

mecre!y, «[IpumensTs no
Ha3HAYCHHIO Bpaday, «Jlna
CTALHOHAPOB», KONIHYECTBO
KOHTeHHepoB, IITpHXoBOH Kol
EAN-13, Mmasunynaunonnsie
suaxu 1, 1L T,r'?:.

Haneceno cpeacrso
HACHTHOHKALMH JUI1 CHCTEMED
MOHHTOPHHI2 IBHKEHHA
JICKAPCTBEHHBIX NPEMIaparos.

16. Ycnosus xpaHenus ¥ Mephl

B 3amuigssom ot

BETA MECTE 1PH TEMIICPATYPE HE

B samumennom or ceeta MeoTe npR

Te He Bame 25 °C.
MpeAOCTOPOXKHOCTH seime 25 °C, Jlomyckaerca 3aMopaxHBaHHe npenapara. 1 D‘:w“?“‘wi osisealii
npenapara.
17. Cpok ronnocTd 5 nieT B GYTRITKaX CTEK/IAHHEIX, 3 TONA B KOHTCHHEPAX M3 | 3 roOn b KoNTeRmepax ws mhém
TLIEHKH MHOTOCIOAROH noHonedHHOBOM MHorocnofisioll nomsonedunosok

* — neiicTBYIOLICE H3NAHKE locynapcteennol ®apmaxonen Poccuitckol Denepaunnu

+_ nelcTByromee W3nanue Esponetickoit ®apmakonen

3akmoueHue: COOTBETCTBYET Tpeboranusm HJ P N001048/01290319, Ham. Ne 1, Uam. Ne 2

Hara Beinagm nacnopra: 11.06.2021

3asemyrommit KAuJT

Havaneank OKK

Hupexrop no kasectey

HayHo-TexHonomwec
chapMaLesTHHeckas DvoMa

«MONUCAHY

08 AOKYMEHTO8 ]

axxT-Netepbypr

HHC-KO-2000-0160 «Kourposs MPOH3BEAEHHON IPOAYKLMH», Bepcui 10. Jlata peeaenna: 10.03.2021

Cpoxk ronnocTy 10: 05 2024

@% A. B. Ckok

A. U. ®&nopora

= C. H. Cxopux
Cﬂf




000 “Hayuno-Texnoorudeckan papmauesriieckas Gupma “INOJIMCAH”

Paspemenne Ha peamasanuio Ne

HaumenoBanne

QopMa BLITYCKa

MHH

PY Ne

HopMarHBHas AOKyMEHTALMA
Homep ceprm

Pasmep cepun

KonuuecTBO nocne KOHTPOIIL
Ne AHanHTHUECKOro nacnopra
Tonen o
[IpennpuraTHE-TIPOH3BOINTED

[IpeanpuaTHe-ynakoBOIHK

00000478 ot 17.06.2021

PEAMBEPHH pactsop aas mudysuii 1,5%, 500 Ma1 B korTeliHepax
noauMepHbIX, Poccniickan @enepanus

Komreiimep 500 mn x 20 (Tapa kapToHHasN) (W15 CTAHOHAPOB)
MeraloMHEa HATPASK CYKIHAAT

P N®104W01

P N001048/01-290319 Ham. Nel-2

850521

750 ynk

742 yux
438
0524

000 «HayuHo-TexnoJorn4eckas papManesTHIeckas pupma
«ITOJIMCAH», 192102, Poccuitckan ®enepanus, r. Canxr-Ilerepbypr,
ya. CanoBa, J. 72, K. 2, auT. A

000 «Hayuso-Texnonoruueckas GpapmManesTudeckas pupma
«(IQOJIACAH», 192102, Poccmiickas @enepanas, r. Cankr-Ilerepbypr,
ya. Canosa, 1. 72, K. 2, JIMT. A

AHaJ1M3 IPOH3BOACTBEHHOH JOKYMEHTAIMH

Joche HA cepHI0 BPOBEPeHo Ha
Jocke na cepHio onobpeno Oa
KpuTHyeckHe OTRIOHEHEHA OTCYTCTBYIOT Ja

CepHsi IpOHIBE/ICHA H IPOKONTPOIHPOBAHA B COOTBETCTBAM ¢ JMUCHINCH Ha NPOHIBOACTBO
NeKAPCTBENHBIX CPEACTB, TPeGoBAHHIMHE PErHCTPANHORHOID 10Che, TpeGoBaHHAMEA OPraHH3ALHH
NpOM3BO/ICTEA B KOHTPOJIA Ka49ecTBa JIeKaPCTBEHUbIX CPeACTB (upaBua GMP), a Taroke HHbIMH
TpeboBanHsIMH AelCTBYIOIIETO 33KOHOAATEILCTBA.

Ipoaykuuns pajpemiena K pealu3anul Ha |

Y noJHOMOYEHHOE JTHLO

Hayanenux oraena

Crenanosa M.C.

(TOMXHOCTD)

(mommuck) /

(pacmupoBKa HOINHCH)

TTonoKERHE O JIMILE, OTBETCTBEHHOM 32 BRITycK cepii (Y NIOTHOMOUCHHOM JTHILE 1O Ka4eCTBY), AATa YTB. 11.01.2021






