MHTennekT Ha sawmre
3no0posba

® NosIMcaH

Ilpenapar:

Cepusi: 1250921
Wopma BeITyCKA!

Konuuectro: 2996 ym.

OBLUECTBO C OF PAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONIOTMMECKAR GAPMALIEBTUNECKAS DUPMA «NIONIUCAH~

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

AHanuTHYecKkHil nacnopr Ne 887

PEAMEBEPHUH® pacteop aas mudysuii 1,5 %

konre#nep 500 Mn x § (Tapa kapTonnas)

Hara u3rorosnenns: ceHTs6ps 2021 .

Januble ananusa

P N001048/01

- HEBHIHMBIE MEXAHHYECKHE BKITIOYSHHA

(I'D PO*, Bu3yanbHeill MeTOn)

B 1 mn cpeance yncno wacriy pasmepoM 10 Mxm 1 Gonee
He IO/DKHO NpeBhItaTs 25, a cpeiHee YHCIIO YacTHIL
PasMEDOM 25 MKM H GONEE HE I0IDKHO NPEBBILATS 3
("D PO*, metop 1)

Hoxazarens TpeGopanusa H/I P N001048/01-290319, Jannbie anannza
H3M, Nt 1, H3M. N 2
1 2 3
1. Onucanue Ilpospaunas Gecusernas KHAKOCTH I1pospaynas Gecusernas
(Br3yansusiii MeTox) KHIKOCTE

2. IMomnuuHOCTE:

- AHTapHAA KHCIIOTA Bpemena yaepxwupanng rnukos AHTApHOH KHCIOTH W Cootsercsyior

- METTHOMHH MEIIOMHHA HA XPOMATOTPaMMaX HCEITYEMONO PACTRODA,
TONYYCHHBIX NPH  KOMHYECTBCHHOM  OMPEICI]IEHHH,
NOIDKHB COOTBETCTBOBATS BPEMEHAM YAEPIKHBAHHS THKOB
COOTBETCTBYIOLIMX BELIECTB . Ha XpoMarorpammax
pacTeopa cpassenns (BIXX) )

- HATPHIl Hannune SHANHTHYECKOr0 CHTHana NPH KOJANMECTBEHHOM npﬁmm
onpeneneHHH Hatpua (ADC)

- KA Hanuune anamimieckoro chrsana TIpH KONHYECTREHHOM Tpucyrcrayer
onpeaencauu kanua (ADC)

- XJIOPHABE Xapakrephas peaigs Honoxnrensuas

" (Kauccraennan peakupa EQ** 2.3.1, pEaKims a)

- Maruu XapaxTepHas peaxuys Tonoxureasnas
(KauecTsennas peakums, [® PO*)

3. MpospaynocTs Homken Gurth npospaunsm (TG POF) Tpospaunsiii

4. I{BeTHOCTD Hlomxen GbiTs GecuseTHbM (TD PO*) Becusernuiii

5.pH Or 6,0 10 7,0 (I'D PO*, NOTEHLHMOMETPHYECKU) 6,4

6. Mexanuueckue BKIFOYEHNN:

- BUAHMBIE MEXaHHYECKHE BRIIOYEHHA Homxen cootnercraorars TpeGorannam Cooteercrayer

10 MxM 1 Gonee- 18 1 ma
25 mMxm u Gonee-08 1 Ma

i 500 mn, coorsercrsermio, no 200 wm 400 M B GyThuka
CTEKIARHBIC BMECTHMOCTHI0 250 wim 450 ma, coorsercraenno,
YKYNOPEHEBIE NPOOKaMH H3 Pe3HHH, 06XaTHE KOMMaYKAMH
AMOMHHHEBBIMH HIIH KOMOHHHPOBAHHEIMH H3 ATIOMEHHA H
1aCTMACCHI,

Ha Syrsinxy naknensaior ITHKETKY CaMoKneAlyrocs, Kaxayio

7. M3snexaemuiii o6bém He menee Homunanstoro ([ PO*) 540
8. OcMonbHOCTD ot 284 no 347 MOcm/kr (T'D PDH*, KPHOCKOITHYECKH) 315
9. AHOMATbHAS TOKCHIHOCTE HosoxeH 6uITh HETOKCHYHEIM Hetoxcnungii
ANA KOHTeHHEPOB TIONTMMEPHBIX) (I'd PO*)
10. BakrepuanbHbie IHIOTOKCHHE! TlpenensHoe conepaanve ve Gonee 0,5 ED/Mn Meuee 0,5
(' PO*, meton A)
11. CrepwibHoCcTE Homxen 6brre crepumsnsv (I PD*) Crepmibhbiit
Cepua primyirena no napaserpan
12. Tlornomenne 8 Vd-o6nactu Ormyraeckas IIOTHOCTS Npenapara NpH JLIHHE BOAHBE 0,013
280 wm me nomkHa npepsimars 0,2
(1 KOHTEHHEPOB NONMMEpPHBIX) (CnexTpodoTonephs)
13. KomuecTsennoe onpenenenne:
- CYKUMHATH Or 41,4 a0 50,6 Mmom/n (BOXX) 45,4
- METTIOMMH O140,2 10 49,2 Mmoms/n (BIKCX) 432
- METTBOMHHA HATPHA CYKLUHHAT Or 13,5 no 16,5 r/n (Pacuérawit meron) 14,5
- BaTphi Or 132 no 162 mmons/a (A3C) 144
- Kanmi Or 3,62 110 4,42 nmons/n (ADC) 3,80
- Maruui Or 1,13 5o 1,39 mmons/n (TutpaMeTpus) 1,29
- XIOPHIM Or 98 10 120 Mmon/n (TrrpumeTpns) 108
14. Ynakopka o 200 wau 400 M1 B GyTHUIXH CTEXIAHHME BMECTHMOCTE0 250 110 500 Mn & kouTeimepax u3

TUNIEHKH MHOrOCA0RIOH
no HBOBOR. Ha xonTeiinep
METOOOM TEPMONEYATH HAHECEHA
MAapXHpOBKa,
5 xontelinepos no 500 mn smecte ¢
HHCTPYKUMAMH 110 MEAMUHHCKOMY

SyTHaxy BMecTe ¢ HRCTPYKuMEH N0 Me MY Tip )y
TOMEIAIOT B NAUKY H3 KAPTOHA, Ha KOTOpOH aomyckaetes
HaHECEHHE STUKETKH KOHTPO/S NEPBOTO BCKPHTHA,

TTo 250 swm 500 Ma B xonTeliHEpht 13 TL1EMIH MHOPOCHOMHOR
OONHONEPHHOBO,

Ha xoureiisep metozom Tep H HAHOCAT 3
5 unu 10 xovredinepor no 250 win 500 mn smecte ¢ muCTPYKLMel T

y B AWHE 13 rodpug o

Kaprona {(oTyeK no peuenry).

P 0 B ALHK U3
ropHPORAHEOTO KapTOHa {OTTTYCK
no peuenty).
Komruecrso uretpyxumii o
Me IMY TP HIO
PABHO KO/IMMECTBY NIEPBHYHBIX
YDaKoBOK B rpynnosoll rape.

HHC-KO-2000-0160 «Koxrposs NpoH3BEAeHHOA NpoayKLHHY, Bepeus 10, dara spenenns: 10.03.2021
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HOMEP CEPHH, CPOK TOIHOCTH,

«XpaHTL B HETOCTYNHOM ANE ReTell mecrels, «IIpiMenaTs N0 HEIHATCHIO
Bpanar, YCAOBHS OTTYCKA, WITPHXOBOR koA EAN-13, «HecMauusaemocTs

P u OyTeinkn we ¥

npm;mmmo npenpparar, rpadtceRoc msplwme
| RHKTO PAMMEL, PACITHPOBKA NHETOrPAMM

« W nexapcrvennas popma PACTBOP JUIA MHOYIHHs,

solm 110005 P

BHYTPHBEHHO KAITETILHO»,

£

hesTrsecxan rpynna PACTBOPBI, BIHAIOLIHE HA

apmaoTepal
BOJHO-3/IEKTPOJIMTHBIA BATIAHC».

JHonycxaeres

cpenicTa
MOHHTODSHIE [RIDKEHNS NIEKAPCTREHHKIX TTPENAPATOR.

Ha yruxeTxe Ay

HIAEHT

ans

xa 13 rodpup { o peuerty)

0 KAp

aapec, Ten/daxc

P

A SHAK,

¥
TIPONIROAMTERA, TOPrOBOS € NPETYIIPEnHTENbHOR mapkuposkoi ®

4 4

ocMonRpHOSTS 35

npenap nexapoTscniyo fopuy, obuEM

B MILIMIHTDAX, K HUCHTPALINO B MPOLERTAX, CocTas, «Teopernteckan

sOcw/ms, «CTEPHIIHHO», «<BHY TPHBEHHO»,

Y P

yeaosHA oTIycKa, aflony 38MOP

pATEYS, HOMED PETHCTP

mnocrn. «XpaH

yaocT

HOMEP CEPHH, CPOX
fTh B MEJOCTYIHOM ANA ACTeH MecTe!», «[lpnmernaTs no

HAIHAYEHHIO BPATLY, KOMHUECTBO XOHTERHEPOB, urrpuxosoii xon EAN-13,

. ot

Dony

P HACHT mbmmmu ANK CHCTEMBI

MOHHTOPHHIE

Jina CTALMOHAPOR

Kap
Ha srnxerxe rpy b

pos (ans
0T i 3HaK, anpec, Ten/paxc

NPOHIBOIHTENN, TOProBOE & npemynpeaHTensHON MapipoBKoil ®u

Y

B uml'um KDHUEHTPALHIO B
OCMOARPHOCTS 350 qu'm «C'I'EPH}'IB

NpenapaTa, ACKAPCTBEHHYIO HOPMY, OGLEM
npotienTax, cocTas, « TeoperHyeckas
HO», «<BHYTPUBEHHO»,

¥ Xp

), HOMED

«XpaHHTL B HEAO)

HOMED CepHH, cpox TOIHOCTH,
c-rymmn an% zeTeRl MecTeln, «[IPHMEHSTD N0 HASHRMEHHIO

Bpasar, «[IN8 CTAUHOHAPORD, KOAHUECTBO KOHTEAHEPOB, WTPHXOBOA KO

nlumnuuesvm! -u T ‘}‘ ;J,mycnm

1) Mepruunas ynakorka
Ha xonTefinepe yxasatbi:
TOBAPHLIA IHAK, HANMEHOBIHHE,
ajpec, Te./(axc NpOH3BOLHTENR,
TOProBOE HAHMCHOBAN M
npenapara ¢ npeaynpeanTeabHoR
MapkupoBKOH B, 1eKapCTBEHHAA
dopma, KOHLEHTDALNA B
NpOLEHTAX, HOMEP CEPHH, CPOK
TONHOCTH, TEXHONOrHYECKaR
MeTKa, 00LEM B MHJUTHIIHTPAX,
cocTas, «TeopeTuyeckan
ocMOIpHOCT 353 MOCM/m,
«CTEPH/ILHO»,
«BHYTPHBEHHO», ycnosus
XpaHeHus, «Jlonyckaerca
3aMOD&KHBAHHE Nipenaparay,
HOMEP PErHCTPALHOHHOTO
YAOCTOBEPEHHA, MPATYHPOBOUHAS
HIxana ¢ HAGPOBLIMH METKAMH.
2) BropHuHsas ynakoeka
Ha srHkeTke suHka H3
TOPHPOBAHHOND KAPTOHA
(OTIyCK MO PELenTy) YKa3aHsL:
TOBApHbLIA 3HAK, HAMMCHOBAHHE,
anpec, Tel./axc NPOA3BONHTENS,
TOPIOBOE C IPESIYNIPEAHTENBHOHR
sapxuponkofi ® ¥
TPYIHPOBOYHOC HANMCHOBAHNA
npenapara, NeKapCTREHHA
dopma, 0OBEM B MHILTHIKTDAX,
KOHUEHTPALNK B NPOIEHTAX,
coctas, «TeopeTHUecKat
ocMongpHocTs 353 MOcM/am,
«CTEPHJIBHOY,
«BHYTPHUBEHHO», ychosus
XpaHEHHA, YCIOBHA OTITYCKR,
«JlonycKaeTCs 3aMOPAXHBAHHE
npenapara», HoMep
PETHCTPaLHOHHOTO
YROCTOBCPCHHA, HOMCP CCDHH,
CPOK NOIHOCTH, «XpaHHTh B
HEAOCTYNHOM JA feTeh Mecte!»,
«JTpHMEHAT 110 HA3HAYCHHIO
Bpayan, KOJIHYECTBO
KOHTEHHEPOR, IITPHXOBOH KON
EAN-13, MaHHIY AALHOHHBIC

'malm! .LT -P

Hasecenni cpeacrsa
WACHTHOMKALIAM A CHCTEMBI
MOHKTOPHHTA JIBHKEHHA
NIEKAPCTBEHHBIX NTPENapaTos.

EAN-13, manumy
cpencys
Jrex BPESRpaTOR.

16, YcnoBHa XpaHEHNHA M MEpbI
NpEIOCTOPOXHOCTH

B 3amHuiéH-
poime 25 °C.

OM OT CBETA MECTE NPH TEMIIEPATYPE HE
JlomyckaeTcs 3aMOPRKHBAHHE NPENapaTa.

B 3mmaunéunoM OT CBETA MOCTS NPH
Temnepatype ne spmue 25 °C. Jomycsacrex

17. Cpok rofgHOCTH

5 neT B GYTHLIKAX CTCKIAHHBIX, 3 roja B KOHTCHHEpaX w3
NAEHKA MHEOFocnolinoi nonsonedHHOBOT

3 rona B KOHTEHHEPAX M3 MNEHKH
MHOrOCIOMHON NOTHONEHHHOBOA

— nefictyioinee w3nanne Cocynapcrsennolt dapmakonen Poccrbickd

=*_ neficryioiee n3nanue Epponciickoi dapmakoneH

3akmrouenne; cooteTcTBYeT TpeGoBannsM HJ[ P NOO10:

Jlata Beinauu nacropra: 12.10.2021
3asenyromuit KAnJI
Havansuuk OKK

/ JMpeKTop No Ka4ecTBy

HHC-K0O-2000-0160 «KoHTpOIIb MPOH3BEACHHOA MMPOAYKIIHH

it Gencpannu

18/01-290319, uam. Ne 1, uam. Ne 2

, epcna 10. Jlata peenenns: 10.03.2021

Cpok romsocry ao: 09 2024

v/% A. C. Bnacosa

A. H. ®€noposa

C. H. Cxopuk




000 “Hayano-texnororayeckas dbapManerTHueckas dupma “IIOJIUCAH”

Paspemenue Ha peasnzaimio No

Hanmenosanue

Popma BEINycKa

MHH

PV Ne

Hopmarusnas noxyMmenranus
Homep cepun

Pasmep cepuu

Kosmaaectso mocne xouTpoms
Ne AnanuTieckoro nacopra
Tomen a0
ITpeanpusTHe-NpOU3BOAHTE TS

TIpemmpuaTae-ynaxosmmk

00000810 or 15.10.2021

PEAMBEPHH pactsop ans nadgysnit 1,5%, 500 ma B KoHTelHepax
noauMepHbix N5, Poccuiickan degepanna

xouTeitHep 500 a1 x § (Tapa KapToRHagn)
MeraoMana HATPHS CYROMHAT

P N001048/01

P N001048/01-290319 Plam. Nel1-2

1250921

2996 ynx

2974 ynr

887

09 24

000 «Haygno-Texnonorndeckas dapManesTaIeckas ¢uprma

«[TOJTMCAH», 192102, Poccniickan ®exepauns, r. Can kr-IlerepGypr,
vi. Canosa, a. 72, k. 2, auT. A

000 «Hayuno-TeXHOJOrHIECKAN GAPMANEBTHICCKAS ¢upma
«[10JTHCAH», 192102, Poccniickas $eaepanns, r. Cagpkr-Herepbypr,
ya. Canosa, 1. 72, k. 2, nuT. A

AHAIM3 NPOU3BOACTBEHHOM TOKYMEHTALHM

Joche Ha cepHIo DpoBepeHO Ha
Hocre Ba cepHio oxoGpeno Ha
KpurHueckne 0TKIOHEHHS OTCYTCTBYIOT Ha

Cepus upoussenena n NPOKOHTPONHPOBAHA B COOTBETCTBHM ¢ JHIeH3Hell Ha DPOH3BOACTBO
ACKAPCTBEHHBIX CPEICTS, TPeGOBARAAMH PErHCTPANBOHHOID A0Che, TPEGOBARKIMHE OPraARN3AIMN
[POA3BOACTBA H KOHTPO/IA KAYECTBA JeKAPCTREHHbIX CPEACTB (npaBus GMP), a Takke HHbIMH
TpefoBaHRAMY NefCTBYIOUIEr0 3AROHOATeLCTEA,

Hpoayxuus paspemena K peajnsanan o d i

}

YnonHoMmouerHoe mHII0 / /
Hagamenux oraena ‘ 3 Crenanosa M.C.
(momxHOCTD) (pacumdporka moanucH)

1\\/ {roanuce) /

Homomerne o mutte, OTBCTCTBeHHOM 33 BBINIYCK CepHE (YTIONHOMOUEHHOM AHlle N0 Kavecrsy), nata yie. 11.01.2021






