VHTeNnNeKT Ha sauure
3R0poBbA

® NOJINCQH

Ilpenapart:

Cepus: 750421
tbopma BeIycKa:
Konuuecrso: 5993 yn.

Jlata n3rorosnenus: ampens 2021 r.

OBLWECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTbLIO

«HAYYHO-TEXHONMOMMYECKAA ®APMALEBTUYECKAA ©UPMA «NNO/IMCAH~»

192102, Canxr-NeTepbypr, ya. Canosa, 72, Kopn.2, MT.A,
Ten.: 812 710 8225, daxrc: 812 764 6284, e-mail: info@polysan.ru

Ananntuyecknii nacnopr Ne 400

PEAMBEPHH® pacrsop nas undysnii 1,5 %

(xonTennep) 250 Mu1 x 5 (Tapa xapToHHAS)

Jannpie ananuza

P N001048/01

- HEBHIHMbBIC MEXAHWHYECKUE BKIOYCHHA

(I'D PO*, Buzyansuuil MeTon)

B 1 mn cpennee uucno yactull pasmepom 10 MM u
Gonee He JOKHO NPEBLIIATE 25, a cpenHee YHCIIO
4acTHH pasMepoM 25 MkM H Gosee He TOIKHO
npessmarts 3 (IO PO* meroa 1)

Hoxazarein Tpetosanaa HI P N001048/01-290319, Jlanubie aHANH3A
mim. Ne 1, m3m, Ne 2
1 2 3
1. Onucasne [Tpo3paunas BecriserHas MUIKOCTE Ipo3paunas GecuseTHas
(BusyansHeii MeTOR) AHIAKOCTH
2. TloANHHHOCTS!
i gmpﬂu KHCJI0Ta Bpeueﬂa ¥YIePAHBAHHA MHKOB lmpuuh KHCNOTH M MEIMOMMHA Cwmﬂmym’r
- MEFTIOMMH Ha XPOMAaTOIPAMMAX HCHLTYEMOrO PacTBoOpd, NONYHYCHHBIX HPH
KOMHYECTBEHHOM  ONPLACNCHHH. JRONKEH COOTBETCTBOBATE
BpeMeHaM YACPKHBAHMA ITHKOB COOTBETCTBYIOMIHX BCLUICSCTB HA
- XpOMaTOrpaMMax pacTeopa cpassenna (BOXX)
~Hep Hanwuse aHATMTMYECKOTO CHTHAIR TNPM  KOJWYECTBERHOM Ilpucyrcrayer
onpencnecHuy narpas (ADC)
- Kamni HamHune AHATMTHYECKOTO CHFHANA NPH  KOJHYECTBEHHOM Mpucyrersyer
onpenenexuy kamia (A2C)
- XAOPHIBL XapakrepHan peaxuus TlonoxurensHas
(Kauecrnennas peaxuns EO** 2.3.1, peaxuys a)
- MaruHit Xapaxrephaa peakuns
{Kacex o I'0 Po®) Tlonoxarensuas
3. IlpospausocTs omxen Gbith npo3pautbiM (I'D PO¥) Ipozpaynbiii
4. IlpeTHOCTB HNomxeH 6biTh GecupeTHRIM (IO PO¥) Becupernsiit
5.pH Or 6,0 1o 7,0 (TP P@*, noTeHUMOMETPHYECKH) 6,5
6. MexaHHYeCKHE BIIOYEHHA:
- BUJIUMbIe MEXAHWYECKUE BKIIOUECHHS Homxen COOTBETCTBOBATH TPEGOBAHHAM CooTpercTByer

10 mxm 1 Gonee- 18 1 Mn
25 mxm uGoaee-08 | Mn

7. U3snexaeMmblil 00BEM He menee nomunansHoro (I'D PdD¥) 265
8. OcMONANBHOCTD ot 284 no 347 mOcm/kr 316
(I'D PO*, kpuockonuygeckuii)
9. AHOMaJIbHAA TOKCHYHOCTh Homxken ObITh HETOKCHYHBIM Heroxcnumbii
(st KOHTEHHEPOB MONUMEPHBIX) (I'b PO*)
10. BakrepuanbHBIE 3HIO0TOKCHHbI IpenensHoe conepxanue ve Gonee 0,5 ED/ma Menee 0,5
(I'® PO* meron A)
11. CrepunsHOCTb Homxex 661Th cTeprbhbiM (I'D PO*) Crepunbhbi
CEepHA BHITYLIEHA N0 NapaMeTpaM
12. Mornomenue B YO-obnactu Orrruseckas [UIOTHOCTL NPENAPATA pH JHHE BO/HB 280 0,013
(a1 KoHTEiiHEpOB HOHHMEPHHX) HM He fo/pxna npessiuars 0,2 (CnekrpodoToMeTpus)
13. KonmuecTBEHHOE ONpeIe/ICHHE:
- CYKLIHHATH Ot 41,4 a0 50,6 mmons/n (BIXKX) 46,1
- MEHJIUMAH O 40,2 1o 49,2 mmous/a (BIXKX) 43,3
- MEFTIOMWHA HATPHA CYKIIMHAT Or 13,5 no 16,5 r/n (Pacu¢tasiil MeTOR) 14,5
- HaTpui Or 132 a0 162 mvonw/n {(AD) 148
- Kanmi Or 3,62 no 4,42 mmons/1(ADC) 4,08
- MarHui Ot 1,13 1o 1,39 mmons/n (Turpumerpus) 1,30
- XJI0PHAbI Ot 98 1o 120 mMons/nn (THTpUMETPHA) 109

14. ¥nakorka

Ilo 200 wan 400 ma 8 GyTsinKkM CTERIRHHBIE BMECTAMOCTSIO 250
amn 500 Mn, coorsercreenno, no 200 wiu 400 Mn » Byreunxu
CTEKIANHBIC BMECTHMOCTSIO 250 mnn 450 M2, COOTBEICTBEHHO,
YKYNOPEHHbIE NPOOKaMH H3 PE3HHN, 00XATEIC KONUAYKAMEA
AMOMHHHEBEIMH HTH KOMOGHHHPOBAHHKHMH W3 A/FOMHERS H
TLIACTMACCH,

Ha GyThiniky HAKIEHBAIOT FTHEETKY CAMOIUTEALIYIOCH.

IMo 250 Mn B KOHTEHHEPAX H3
NAEHKH MHOFOCAOHHONA
nonHoIehKHOBOH.

Ha xoureitnep Meronom
TEPMOTIEYATH HAHECEHA MADKHPOBKA.
5 xoHTefiHepoB no 250 Ma BMecTE ©
HMHCTPYKUMAMH TI0 METMIBIHCKOMY

Kammyw GyTeuiky BMecTe ¢ HHCTPYKUMEH 10 Me, KOMY
NPHMEHEHHIO NOMEMAIOT B NAYKY H3 KAPTOHA, Ha KOTOPOH
BOMYCKAETCA HAHECEHHE FTHKETKH KOHTPO/A TIEPBOTO BCKPHITHA
TTo 250 mau 500 M1 B XOHTEHHEDH U3 IIEHKM MHOTOCAORHON

np ) I B B ALIMK K3
ropHPOBAHHOTO KapToHa (OTnycK
no peuernry). Kommiectso
WHCTPYKIUHH 110 MEAHUHHCKOMY

nomHoneduHoBoH. T 0 PARHO TBY
1a xouTcHicp MCTONOM TCPMOMCHATH HANOCAT MAPKMDOBKY. MCPBHYABIX YIAKOBOK B TPYTIIUSOR
Jape

HIIC-K0-2000-0160 «Ius1puiib ipunsseacniol ipuaykuinns, sepons 10, Tara sueaenns. 10.03.2021
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32 xorreinepa
HHCTRYKUHSMH O
TAPY ALUHK H3 KapT)

HECTPYKLHI N0 Mei

10 250 ma nan 20 koureiimepos no S00 Ma BMecTe ©

MEIHIHHCKOMY TIPHMEREHHIO TOMEIIAIOT B IPYTNOEYI0

OHA FOGPHP 0 (s cTa pos). Konwsecrso

HIITHCKOMY TIPHMEHERHIO DABHO KOIHUECTRY NMEPBHHBIX
YHAKOBOK B TPYNNOBON Tape.

15. Mapkuposka

1) IMepesrenan ynaxo
Ha sruxerie Gyrsing
s /}axe nponzsony

MHJUHANTPAX, KOHLS
coctas, «Teoperves
«BHYTPHBEHHO»
GYTHUTKH He ABARETC
YCTOBHR XpAHEHHS.

BKA

PR IHAK, anpec,
T/, TOProBOE HAMMEHOBAHHE NPENEpaTa ¢

npeaynpenHTensHoif vapkiporxoi ®, nexapcTeennyio dopuy, obrém 8

HTPALIHD B IIPOLCHTEX, HOMEP CEPHK, CPOK IO/HOCTH,
Kan ocMonApHocTs 353 MOow/ne, «CTEPHJIBHO»,
«Hecma HCTH BHYTP :p H
npoT LAl npenaparan,
TlonycraeTes IAMOPBKHBANNE IPETAPATRS, HOMED

perncTy ¥
Ha amomMuHHCEOM it

HAHECEHME HHIHBHITY
urrpixxoas (2D). o
HAHECEHB TOBAPHBIA
Ha xowureiinepe yxa|
Tea./paxe aponasony

fOCTOBEP TIHETOrPAMMBE . :, r:

1 XOMCHHHDOBAHNOM KOIN2KE FONMYOKRETCA

[A/TBHOTO TEXHONOTHYECKOT) HOMEPA H/WTH ABYMEPHOND
[IONHHTENSHO HA AMOMEHHESLI KONTAHOK MOTYT Gurre.
JHAK H HE3BAHMC NPON3IBOIHTENN.

LIBAKOT. pHBIE 3HIK, anpec.

TCNA, TOPrOBOC HANMCHOBAKHHE NpENapaTa c

Tpeaynp i
KOHUEHTPAUHIO B FIP
TEXHONOTHYECKYIO M
oeMonIPHOCTE 353M
YCROBHA XPAHEHHR,

PRHPOBKOH &, ACKAPCTRERHYIO OPMY,
JLUCHTEX, HOMED CePHH, CPOK MOAHOCTH,
FTiy, O0bEM B MILLIHAMTPAX, COCTaB, « TeopeTHaeckas
Dew/ms, «CTEPHIIBHO», « BHYTPHUBEHHO»,
0ITyCRALTUA IAMOPANHBAHHE PETAPATAR, HOMED

PETHCTP b
METKAMH,
2) Ha mauke yx 4

o P FPAIYHPOBOYHYIO WIKANY ¢ LHEGPOBLIMH

T TOBAPHLIA 3HAK,

j Tens, TOpy

€ npenyny PUNE ®u

Py P HHOE

penapara, JexapeTaennyio hopmy, obuim

ocMonspHOCTE 353 M

] cocan, «TeopeTiriecxan
Dca/n, «CTE}‘HJILHO» «BHYTPHBEHHO»,

YCA0BIA XP «

Aoy P PETEAETIN, BOMED.

per
B HEJOCTYNHOM ANA

YCIOBHE OTTIYCKS, 05}
noRepXHOCTH By i

P HOMEP CEPHH. CPOK IONHOCTH, ¢ XPaHHTD
pered , «llp 5 110 Bpauar,
ipuxoBoi xon EAN-13, «HecMauusaeMocTs sSHyTpeHNeH
(4 HE ARAFETC NPOT

3aHMEM K N

penapaTan, rpaph'ys
Byrainxn '. nmKTorp
y MeXAPCTBEHNAS

o cnocol npumen|
"

® hapuaxorepane
BOJIHO-DJEKTPO,

cxoe H30GP

sl pacIndpPOBKa NHETOrPaMM
thopua PACTBOP [I/1 HH®Y3Hi,
tria BHY TPHBEHHO KATTE/TLHO»,

pTHuecxad rpynna PACTBOPBI, BJAMAIONIME HA
[TATHBIA BAJIAHC.

AorTy
ORAE
Ha sruxeTxe mumnka

cpencTs b AN CHCTEMBE
HHA BEXAPCTEEHRLIX ﬂmm
3 rodpipoBanHOre kapToHa (OTIYCK 110 peuerTy)

Y oy 7

3HAK, n,ng:ec, Ten/axc

P , TOp

cnpaxynp P i B u

Py

Ipenap J!enpcnmmym Gopmy, obbém

ocMOnRpHOCTL 353 M
FCROBMA XPAHEHHA, |

BOp cocTas, «TeopeTHuecxan
Oca/mn, «:mm:muo» «BHYTPHBEHHO»,

CAOBHA OTIYCKa, «OMYCRACTCA 3AMOPAXUBAHNE

TPENAPATAH, HOMEP [l2THCTD O YAOCTORED , HOMED CEPUM, CPOX
TORHOCTH, € XPERHTH B HEAOCTYNHOM And aereil mecre!», «lIpumensTs no
HA Bpayar. TBO KOHTEHEPOS, WITD A ko EAN-13,

MAHBNYNSUBOHHEIE
Honyckaerca nanece)

el 1T 4

HHE CPENCTB HASHTHOMKALHH IR CHCTEMBI

prnra
Jins crauponapos. H

IPCTBCHHBIX TPCNEPATOB.
 ITHKETKE MPYTINOBOA yNaxosKH KoxTefnepos (ans

1) Ilepeuynas ynakoeka

Ha xouTeinepe ykaszasi:
TOBAPHBIH 3HAK, HAHMECHOBARKE,
anpec, Tea./taxc
NPOH3IBOINIENA, TOProBoe
HAMMEHOBAHNHE NPenapaTa ¢
NpEeAYNPEaATENLHOR
MapKkuposkoit ®,
NlekapcTBenHan popma,
KOHUEHTPAUHA B NPOLICHTAX,
HOMEP CEpHH, CPOK I'OJIHOCTH,
TEXHONOTHYECKAs MeTKa, 00BEM
B MUIUIMIIHTPAx, COCTaB,
«TeopeTHuecKkas 0CMONAPHOCT
353 MOcw/n», «CTEPWIBHO»,
«BHYTPHUBEHHO», ycnosna
xpanenns, «/lonyckaeres
3aMOP@KHBAHHE MPENAPATaN,
HOMED pErHCTpauHoHtOI
YAOCTOBEPEHHA.

2) BropuuHas ynakoska

Ha sTHkeTke KA U3
TOPPHPORAHHOID KapTOHA
(oTnyck na peuenty) ykasausi:
TOBAPHBIA IHAK, HAHMCHOBAHNE,
anpec, Ten./dakc
NPOH3BOIHTENA, TOPIOBOE ¢
NpeaynpeAxTens ol
mapkupobkolt ® u
TPYNIHPOBOYHOS
HAMMCHOBAHHS NpENapars,
nekapcTeeHHAs Gopma, 0O B
MHJUIHNMTPaX, KOHLCHTPALHS B
NPOLUEHTAX, COCTAB,
«TeopeTudeckas OCMONAPHOCTD
353 MOcm/i», «CTEPHITBHO»,
«BHYTPHUBEHHO®, ycnosus
XpaHeHHs, YC/IOBHA OTIYCKa,
«JloTTyCKaeTCa 3aMOpaXHBEHHE
Npenapata», HoMep
PErHCTPalHOHHOIO
VIOCTOBEPEHUA, HOMEP CEPHH,
CPOK TOOHOCTH, «X paHHTh B
HEOCTYITHOM [UIA ICTCH
mecteln, «JIpumensTs no
HAa3HAYEHHIO Bpa4ay,
KOJIHYECTBO KOHTeHHEPOB,
mrpuxosoit kon EAN-13,

MAHHITYTAUHOHHBIC 3HAKH L, -u.

MIEHKH MHOTOC

HolHOH nomHoneduHOBOH

T APOB)) yXa3nIfRIOT PHBIA 3HAK, , aapec, Ten/daxe i
TPOMIBONKTENR, TOP ¢ npeaynpes i poskoll ® B T.“%’
Esanes = £ Rnighe i "”T“"” dopmy, 0béM | Hayecensl cpeactsa
i MTPAX, P ax, cocras, «Teops
ocmonsprOCTS 353 MOcw/ms, «CTEPHITBHO, «BHYTPHBEHHOS, HACHTHUKALMH AT CHCTEMH
Yeaonad xp {Tomy paTan, nOMEp MOHWTOPHHIG IBHKCHHA
perscTy o peHILE, HOMEP CEPHK, CPOK romioCTH, «Xpasims | IEKAPCTBEHHBIX NPETIAPATOB.
B HEJOCTYTTHOM JUnx fieTedi mecTe!s, «TTpHMEHTTS N0 HATHAYEHUIO Bpasay,
«J1n3 CraymMoKaposn | KOAHHCCTBO KoWTEHRepOS, nripuxosol kon EAN-13,
MAHHMYAAUHOHHES HiakH ! i T * }hrrycm!c.l HAHSCEHUE
CPencTR W KA 1M LR ©
AEKBPCTBEHHALIX TIPEIIADATOB.
16, YeoBHA XpaHeHHA H MEph B 3aninngHHOM OT CBETA MECTE IIPH TEMIIEPATYPE HE B JaLUMUIEHHOM 0T CBETR MECTE TpH
NPEIOCTOPOKHOCTH seime 25 °C. Jl¢nyckaeTcs 3aMopakuBanKe Npenapara. ::":'9“”" nezwoe 23 T,
17. Cpok roasocTn 5 ner B OYTBIIK{X CTEKNAHHBIX, 3 rO/ia B KOHTeHHEpax u3 |3 roaas xmm:ﬁuepax H3 IIEHKH

MHOTroCnofHOH nonronepuropoR

* .. neficteyiomee u3nanne ocynapersennoii dapmakonel

**_ neficreyrommee u3ganne Esponeiickoit dapmakonen
3axmoucnuc: cooTBeTeTByeT Tpebosannam HI P N001048

Jara seinaun nacnopra: 26.05.2021
i3aaenyiomuﬁ KAwnJ
Havansank OKK

JupexTop no xauectny

Poccuiickoii Penepannu

'01-290319, uam. Ne 1, usm. Ne 2

s et A

Canur-fieTd]

HayuHo-T SxHT
\pa;‘,mageﬁ"r“{v

«MNOonNwv
OrR QOKYY

HHC-KO-2000-0160 «KoHTponib NpoH3BEACHHOA NPOAYKLHMY, Bl

plyDI
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cpers 10, ata sscachma: 10.03.2021

Cpox roanocts no: 04 2024
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A. B. Cxox
) A. N. Pénoposa
/' C.H. Ckopuk




000 “Hayuno-Texnooru4eckas papmanesrnyeckan ¢pupma “IMIOJTHCAH”

Paspenienne na peamgiaiiio Ne

HauMeHoBaHKE

(Dopma BRIYCKa

MHH

PY Ne

HopMmarnpHad JOKYMEHTAIMs
Homep cepunt

PasMep cepun

KonusecTso nocsie XKOHTPOIS
Ne AHATHTHYECKOTO [1acropTa
Ilomex 10

TIpeaAnpHATHE-IPOH3BOIHTEND

Tpeanpuarre-ynakoBIHK

00000440 ot 31.05.2021

PEAMBEPHH pacrrop ans wudysni 1,5%, 250 ma B xoureHnepax
noauMepusix Ne5, Poccwiickas @ejtepanns

konTeinep 250 s x 5 (Tapa RapTonnas)
MernoMHHA HATPHH CYRIHHAT

P NOO1048/01

P N0O01048/01-290319 Ham. Nel-2

750421

5993 ynx

5971 ynr
400
04 24

000 «Hayuno-TexHoaorndeckas GapMauesTHIecKan GupMa
«TTOJTHCAH», 192102, Poccuiickan ®epepanns, r. Canxr-Ierepbypr,
ya. Canesa, . 72, k. 2, nuT. A

000 «Hayuno-Texnoornueckas hapManesTHIecKan GupMa
«TTOJHCAH», 192102, Poccniickas Peaepauns, 1. Canxr-Ilerepbypr,
va. Canosa, . 72, k. 2, . A

AHAIH3 NPOHIBOACTBEHHOH IOKYMEHTALMH

Jloche HA CepHIO NPOBEpeHo Ha
Hocwe Ha cepuo onobpeno HOa
Kpuruueckie 0TKIOHEHHH OTCYTCTBYIOT Hda

Cepusi HPOWIBE/ICHA I NPOKOHTPOJHPORAHA B COOTBETCTBAM C JIHUEH3HEH HA NPONIBOIACTBO
JeKAPCTBEHHBIX CPEACTB, TPeGOBAHNAMM PErHCTPALHOHHOTO 10ChE, TpeGOBANMAME OPFARMIANHE
NPOH3BOACTBA M KOHTPOJIS KATMECTBA AeKAPCTBEHILIX CPEACcTB (Npana GMP), a Takae HHBIMA

TpeGoBaHMAMY AeHCTBYIOLIEr0 3AKOHO1ATE/ILCTBA. —
_ £ )
[Iponykunasa paspeiieHa K peann3annn Ha / /
raa a / /
/

Y1oAHOMOYEHHOE THLO

HauaneHuk oTaena
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Crenanosa M.C.

(10DKHOCTS)

(110oA0HCh) {(paciund)poBKa NOAITHCH)

TToNOKERHE O JHLE, CTEETCIBEHHAOM 3a BHITYCK cepiH (YTIONHOMOUEHHOM JTHIE IO Ka4eCTBY), 1ata YTB. 11.01.2021







