HuTennexkr Ha sauure
3no0poebs

® NOJIMCQH

IIpenapar:

Cepus: 1200921
Dopma pLyoxa:
Komuuectso: 6030 yn.

OBLWECTBO C OFPAHMYEHHON OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONOMM4YECKAA QAPMALIEBTUYECKAA OUPMA «NONUCAH»

192102, Canxr-NeTtepbypr, yn. Canoea, 72, kopn.2, nut.A,
ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

AnanutH4yeckuii nacnopt Ne 814

PEAMBEPHH® pacreop ana undysmii 1,5 %

(xorrreiinep) 250 M x 5 (Tapa xapi1untun)

Jlata u3roroBienus: ceHTaOps 2021 r.

JlanHbIe aHATH3A

P N001048/01

Hokazarens

Tpe6osanus HJI P N001048/01-290319,
u3m. Ne 1, nam, Ne 2

JanHble ananH3a

~ HEBHIUMBIE MEXAHHYCCKUE BKIIIOYEHHA

(I'd PO*, pusyansHeii MeTON)

B 1 Mn cpeniHee gHeno wacThl pasMepoM 10 MM H
Gonee He JOMKHO NPEBLIMATE 25, a cpeliHee YHCIo
4acTHI pasmMepoM 25 MxM 1 Gonee He JOMKHO
npesbimars 3 (I[P PO*, meroxn 1)

1 2 3
1. Omucanue INpospaunas GecrBeTHAA KHIKOCTE Ipo3paunas GecupeTHas
(BusyansHbil MeTOR) WHAKOCTS
2. INlopnuHHOCTS:
- AHTApHAN KHCTIOTA Bpemena ynepausanns nHKOS SHTAPHOH KNCIOTHL H METTIOMHHA CooTBeTcTBYIOT
- METJHOMMN Ha XPOMATOrPaMMaX HCHHTYEMOr0 PacTBopa, MONYNEHHMX TPH
KONHY9S0T P priehir i SOOI BETCIBOBATE
BPEMEHAM YASPAKMBANHA NHKOB COOTBETCTBYIOUINX BEIIECTE HA
i XPOMATOrpaMMax pacteopa cpaeients (B3XKX)
~HPH Hamsume ARANIHTHYECKOTO CHTHANA TNIPH  KOMTHYECTBEHHOM Mpucyrcteyer
onpenenxexnn narpas (ASC)
- Kanui Hamuume auanuTHyeckoro CHrHANA NPH  KOMHYCCTBEHHOM TIpUCYTCTBYET
onpenenexi Kanus (A3C)
= RICPEIN Xapaxrepras peaiims ' TMonosmTensHas
(Kayecrsennan peaxuma EQ** 2.3.1, peaxuns a)
- MarH{i XapaxTepHas peaKuma
Pirpiali i 't po*) TonoxmTensHan
3. TIpospayHoCTh Josmxen 6biTE npo3pauHeiM (['D PD*) ITpo3paunetit
4. llgeTHOCTH Jomxen 6brth GecupeTHrM ('O POY) BecupeTHbii
5.pH Ot 6,0 10 7,0 (I'® PO*, mOTCHUMOMETPHYECKH) 6,4
6. MexaHHYeCKHe BKIIIOYEHHA:
- BHAMMBIE MEXaHHYECKHE BRIIOYEHHA Homken cOOTBETCTBOBATD TPeGOBAHHAM CootBeTcTBYeT

10 MM u Gonee - 1 8 1 ma
25 MM H Gonee- 1 B 1 mn

Amo! LIMH HTH mﬁunu.r
IIACTMACCHI.
Ha 6yTiIKy HAKNEHBAIOT ITHKETKY CAMOKITENTIYIOCH,

H H3 aMK H

7. Ussnexaemuiit 00nEM He Menee HomunansHoro (I'® POY) 270
8. OcMmonanEHOCTS ot 284 1o 347 mOcM/kr 315
(I'D PO*, xpuockonuyeckuii)
9. AHOMAaNTPHAN TOKCHYHOCTE Jomier 6BITh HETOKCHIHBIM Hetoxkcuunpii
(U1 KOHTEHHEPOR NOTUMEPHEIX) (I'd PO*) '
10. BakTepHaibHLIE JHAOTOKCHHBI Ipenensuoe copepxanne He Gonee 0,5 ED/Ma Menee 0,5
(I'd PO*, meTon A)
11. CTepunbHOCTS Homxen 6urs crepunsieiM (T'D PO¥) Crepuisusiil
12. TTornomenue B Y ®-06nactu OnrH4eCcKan [UIOTHOCTS NPENAPaTa NpH JUIHHE BOIHLI 280 0,006
(,ll?l’l OIS ﬁuepon nonuMep ) HM He aomkHa npepsimats 0,2 (CnextpodoToMeTpua)
13. KonudecTBeHHOE ONpEIEfIeHHE:
- CYKLHHATSI Ot 41,4 no 50,6 mmons/n (BIXX) 45,7
- MEMTHOMMH Ot 40,2 no 49,2 mmons/n (BIXKX) 44,1
- METTIIOMMHA HATPHA CYKLMHAT Or 13,5 1o 16,5 r/n (Pacugrasiit MeTox) 14,8
- HaTpHit Ot 132 po 162 mmons/n (ADC) 143
- KUt Qr 3,62 no 4,42 mmons/n (ADC) 3,88
- Mariui Ot 1,13 no 1,39 mmons/n (TutpHMeTpis) 1,30
- XJIOPHABI Ot 98 no 120 mmoas/n (TuTpameTpUa) 109
14. YnaxoBka Mo 200 sr 400 i b GyTauIXH CTEXARHHEIC BMECTHMOCTLIO 250 Tio 250 mn B xoHTeliHepax u3
wim 500 mn, cootsercraento, no 200 wim 400 mn B GyTemku TINEHKH MHOTOCHONHOM
CTeXNAHNEIE BMECTHNOCTEIO 250 man 450 Mn, cooTsercTBeHNO, noxuonepHHOBOR,
YKynopesHbie npo0KaMH HI PE3UHH, ofxaThie KonnaykaMu Ha kouTeitnep MeTonoM

TEPMONEUATH HAHECCHA MAPXHPOBKA,
5 koHTeiinepos no 250 mn Bmecre ¢
MHCTPYKUHAMH 110 MeIMLHHCKOMY

Kamnayro Gyruinky smecre ¢ nncrpyxusicii no y
MPHMEHEHHIO TIOMEIAIOT B NAYKY H3 KAPTOHA, Ha KOTOPO#H
IOMYCKAETCA HAHECEHHE ITHKETKH KOHTPONA NIEPBOTo BCKPHITHA.
Tlo 250 man 500 M B KOHTEHHEDPS U3 IIEHKH MHOPOCIOHHON

p HEHHIO 11C B AWHK H3
rodpHpOBAHHOTG KAPTOHA (oTIyCK
no petenry). Konnuecrso
HHCTPYKUH#H N0 MEIAUMRCKONY

nonxoneduHoBOHA, npH PABHO X BY
Ha kouTeiiHep METONOM TEPMOTICIATH HAHOCAT MAPKHPOBKY. NEPBHMHLIX YNAKOBOK B IPYNIOBOH
Tape.

HWHC-KO-2000-01A00 «Knwrpame npouwseenenneli npeaykum, sepein 10. Jlara soeaemo: 10.03.2021




1 2 ' 3
32 xonmeiinepa no 250 un uam 20 xorelinepos no $00 wa amecte ¢

HHCTPY no KOMY T BIp

Y

e

TAPY SLUHK M3 KAP rodpup ro {nns ). Kos
MHCTPYRUMHA 1O ucmxuunctuuy TIPHMEHEHHIO PABHO ummu:ny TIEPBHUHBIX
YNAKOBOK B FPYNNOBOH Tape.
e 15. Mapkupoglca 1) Flepeirmas ynaxorxa 1) Iepsuunas ynakoska
i Ha smavemice Gyrainny yxassimator: Tossphsif smax, &S, | Ha KoHTelHEpe YKasaHk!:
[ Texipurony o i PATMACLY TOBapHSIH 3HAK, HAHMEHOBAHHE,
£ npEaynp IPKHP ®, $opmy, obném &
MHATHIHTPEX, KOHLEHTPALINIO B npouem’mr. HOMEP CCpHM, CPOK TORMOCTH, anpec, Ten./gake
; cocTan, «Teopeiraecias OCMOIAPHOCTS 353 MOcw/an, «CTEPHIILHOM, TpOH3BOJHTEIA, TOPrOBOES
2 «BHYTPHBEHHO», «HecMauisaemocTs BHYTpeHHeR noBepxsocT: HaHMCHOBAHHE Npenaparac
_ GYTHiKH He AsaseTCH NpOT xnp penapatas, npeaynpeadTeasHo i
i YCIOBHA Xp womy pATAY, HOMED MapkHpOBKOH ®,
i ]r; P D YAOCTORERER/LA, Sk TOT PAMMIY, . =4 JieKapcTBeHHas dopma,
a HIH Y eHTpalHs
i HOTO mnomrnmom HOMEPS WHINL BBYMEPHOIT Ca e

wipkxxona (2D). JlopomHHTENLHO HE AOMHEMEBHI XONTEZ0K MOTYT Gty HOMED CCPHH, CDOK TXAR b

s ot o TCXHONOTHYECKAA MCTKA, 06BEM
Ha wonrefincpe T ToBAPHBIH Jeiax, , apec, B MHJUTHIIHTPAX, COCTAB,
Tex./axc npon: 1, TOp npenapara ¢ «TeopeTHUECKaN OCMOJIAPHOCTE
peaynp #i apruposxoli 8, nexap Y10 dopmy, 353 mOcm/m», «CTEPHJILHO»,
' KOHUEHTPALIHIO B TIDQUCHTAX, HOMEP CEPHM, CPOX NOAHOCTH, «BHYTPUBEHHO», ycnosus

TEXHONOTHYECKYID METRY, OFheM B MUILTHINTDAX, CocTas, « TeopeTHueckas

ocuomapnocts 353mQow'nr, «CTEPHIILHOR, « BHYTPHEEHHO», APAHCHNS, <¢[onyc 4

G «[lony = " i 3aMOP@KHBAHNE Nperapara»,
A 4 petin, rpazYHPOBONItYIO KAy ¢ Unp HOMEP PErHCTPALMOHHOTO
METKEMH. YAOCTOBEPEHHA.
2) Ha nasixe yxassisalor TOBSpHRF 3HAX, mmneuonuue. anpec, Ten /faxc 2) Bropuunas ynaxkoexa
P TOpIpBOE C ApEAYAp prpoerofl ® u Ha smvkeTke Aimka w3
v i bopuy, o688 | o b poRARHONO KapTOHA
» P » t, cocTan, «Teoperureckan .
ccwonapHoCTS 353 M{cu/ 1y, «CTEPHJTHHO, «BHYTPHBEHHOS, (ommyck no petterrry) ykasani:
y 0 «[lony D nosep TOBAPHBIH 3HAK, HAHMEHOBAHHE,
perncrp © ¥A P HomMep cepun, cpok roanocTi, «Xpamms | AAPEC, Tea./paxe
B HEAOCTYNHOM A aereil Mecteby, «IIpHMEHSTS N0 HA3KAYEHWIO Bpavay, NPOH3BOANTENA, TOPrOBOE C
ycrosus ornycxa, wrprxosoit ko EAN-13, «Hi b BHYTT i npeaynpeauTensHoit
i pn xap b MapkHpoBkoil ® u
npemprm's, rpaduye;xoe Hsobpakenue IPYNMMPOBOUHOE
Gymsunn ¥, mExTOrpaMMBL, PACIIMGPOBKA MHKTOrPAMM HaWMEHOBAHHA NpenapaTa,
& aexapcTsennas Gopma PACTBOP [ULA HHOY3HI, JieKapcTBeHHas (hopma, o0bEM B
«: cnocob npsmencrra BHYTPHBEHHO KATTEJIBHO», MHUIHAHTPAX, KOHUSHTpallus B
" dapmaxoTepanerTiueckas rpynna PACTBOPHI, BIMAIOILME HA MPOLEHTAX, COCTaB,
BOJHO-3JEK TPOJTUTHBIH BATTAHC. «TeopeTnueckas OCMONAPHOCTE
bz = % :’:' Lo 353 mOcm/m», «CTEPHUITBHO»,
Ha oTaxeTxe AwEa 13 rodpHp o xaprona (ormyck no peuenty) «BHYTPUBEHHO», ycaoens
y apHLiH IHaK, , anpec, Ten./daxc XpaHCHHA, YCIIOBHA OTIIYCKA,
RPOMIBOMUTENA, TOPrOBOE C NPEAYNpEANTENbHOH Mapknpos kol ® 1 «JTONYCKAETCH 3AMOPOKHBAHHE
T p p Ta, AEKAPCTBEHHYO hopMy, 0OuEM npenapata», HoMep
B MIJUTRIHTPAX, KOHUCHTPAIGIO B MPOUEHTAX, corTan, «Teopernveckan " AIHOMHOTO
ocuoapHOCTs 353 MOcw/my, «CTEPHIIEHOp, «BHY TPHBEHHO», PEIHCTR
¥ P yanrosHs oTnyeea, «/lomyckaeTcs 3aMopaKHBIHNE: YAOCTOBEPCHHA, HOMCD CSPHH,
penapsTes, Homep perucTp peiim, Homep cephi, cpox | CPOK TOJHOCTH, «XpaHHTE B
rONKOCTH, «XPAHHTE b HENOCTYNIHOM LN JeTeil MecTe!», «[TpHMensTS N0 HEJOCTYNHOM U1 JeTeH
HASHAYCHMIO BPAYAN, KOMHYECTEO KOHTEHNEpOD, urrpixosofl kon EAN-13, mecTe!y, «lIpumensaTs no
MANMITYTAUHOHHLIE 3HAKH ! ‘Ll, T "5- HIARESERMO BPAIRY,
Hony - A - i KOJIHYECTBO KOHTEeHHEpOB,
MORMTOpUETA p penap wrpuxosol xox EAN-13, ! "
il apos. Ha srnkerxe rp #i ynaxosxu mmiuepo- (ans MALHOHHBIE ol
CTAUHONAPOR) YKAILIBAIOT TOBAPHLII SHAK, azpec, Ten /paxe o SRR A
p €N%, TOPI(BOE C MPETYTTPH EnLHOM MAPKHD ®n T,
Tpynap penapara, exep TJ'“WP"!'"’G“" Hanecensl cpenctea
B MILTHAMTPAX, KOHLEHTPALMIO B NPOLEHTAX, cocTan, «Teoperuseckan
oowoanpHocTs 353 wQ)cw/nn, «CTEPHITBHOn, «BHYTPHBEHHOS, HICHTHOHKALMK JUIR CHCTEMBI
5 aepiapesir; 4 {1 " penapares, mowep MOHHTODMHIA JABHKCHHA
perscTp YApPCTOBED HOMep cepui, cpox ronHocTH, «Xpamrs | JIEKAPCTBEHHBIX NIPETIaparos.
B HEAOCTYNHOM Ak nerei mectel, d‘lpuumm 10 HEIHAYEHMIO Bpasan,
«Jlnx P pos, wrpuxosod xog EAN-13,
MAHUTYTHUHONHME IHAKH ! H T ’5‘. Jlonyckaercs Hanecenne
CPEaCTS K ¢ AR CHCTEMBI MOHHTODHHIA [BHKEHHA
JEKAPCTBEHHBIX TIPETIADATOB.
16. YcnoBHS XpaHeHUs B Mephl B 3amMIIEHHOM 0T CBETA MECTE 1IPH TEMIIEPATYPE HE B mmmﬂ“ﬂ;:?‘"m
5 TEMNCPATYPE HE BbILLE ¥
TIPEIOCTOPOKHOCTH Baie 25 °C. JloiryckaeTcs 3aMOpakHBAHHE NIPENapara. Jonyexaercs savopaxomave npenspera. _|
17. Cpok rognocts 3 net B GYTBUIKAX CTEKIAHHAIX, 3 r0/ia B KOHTeHHEpaX M3 | 3 roaa B xouTeifinepax u3 ménKn
NAEHKH MHOTOCDIHON NOMHONEPHHOBOH MHOTOCTIORHOH nonnoneduHoRof

* — neficTsyromee u3nanue Iocynapersensoii ®apmakonen Poccuiickoit Denepaumu
**— neiicTryromee u3nauue Esponefickoii dapmakonen
3auoyeHne: cooTseTcTBYeT TpeGoBanuaM HJI P N001048/01-290319, mam. Ne 1, uam. Ne 2

Hara Beraaun nacnopta: 07.10.2021 Cpok rogHocty no: 09 2024
r-MerepBypr
3asemyroumit KAnJl Haqu:;;"XWm”W j% A. C. Bnacosa
Havaneuuk OKK mmﬁg ﬁt?%‘a;%“i:ﬁa i A. H. ®énoposa
« L
JTApeKTOD Nn KadecTRy [liis AGKYMCIITOR F e C. H, Cxopuk

HHC-KO0-2000-0160 «Koxrpons npousseaeHHOHA NpoayKuusy, Bepcas 10. Jlara ssencuus: 10.03.2021




000 “HayuHno-TexHon0rHueckas GapManeBTHYECKAS ¢pupma “IIOJTUCAH”

Paspenrenue Ha peamnsaiunio Ne

Haumenonanue

Popma BrImycka

MHH

Y Mo

HopmaTHBHaA JOKYMeHTaLMA
Honmep cepin

Pasmep cepun

Konngectso nocne kontpost
Ne ABanHTHYECKOrO HacnopTa
Fopen no
IlpeanpHATHE-IIPOHIBOHTEL

IpeanpusTae-ynakoBInK

00000790 ot 08.10.2021

PFAMBEPHH pacteop ais uadyzmii 1,5%, 250 ma KonTeiinepax
moauMepusix Ne§, Poccuiickan ®exepanus

KoHTeiinep 250 ma x 5 (Tapa kapronnag)
MernoMuna HATPRY CYKUANAT

P N001048/01

P N001048/01-290319 Hsm. Nel1-2

1200921

6 030 ynx

6 008 ynxk
814
09 24

000 «Hayuno-TexHoI0OrHIecKkas PapManeBTHIeCKast $upma
«IIOJTHCAH», 192102, Poccniickan esepanus, r. Canxr-Iletepfypr,
yai. Cajioa, A. 72, K. 2, 48T, A

000 «Hayuno-Texnonornveckas $apMaueBTHYeCKaA $upma
«ITOJTHCAH», 192102, Poccniickas ®enepanng, r. Cankr-Ilerepbypr,
¥i. Canosa, 1. 72, k. 2, anT. A

AHa/IH3 NPOH3BOACTBEHHOMN JOKYMENTAHY

Hocbe Ha cepHio nposepeno Ja
Hocke Ha cepuio oxo6peno da
Kparuyeckue oTKI0HEHHS OTCYTCTBYIOT Ha

CepHsi npoHsBeleRa H NPOKOHTPOJIRPOBAHA B COOTBETCTBAM C JMIeHsHed Ha HPOH3IBOACTBO
A€KAPCTBERNBIX CPE/CTB, TPEOOBANUAMH PErHCTPANHOHHOTD 0Che, TpeboBanAAMHE OPrauu3anuu
NPOH3BOACTBA H KORTPOJIA Ka9eCTBA ACKAPCTBeHHBLIX CpeacTs (npasui GMP), a Takae HHBIMH
TpeGOBANNSIMH Jeil CTBYOLIEro 3aKOHONATENbCTEA.
Iponykuus paspemena K peann3annu
iy

YoTHOMOYEHHOE THLO

Crenanosa M.C.
(pacmndporka noanmcen)

Hauanenux oraena
(RODKHOCTR)

\“(ﬁamlucs)

Tonoscentiie 0 JHIEC, OTBCTCTBCHHOM 34 BLITYCK cepin (¥ IOTHOMOUSHHOM JHUE 110 Kaueciy), data yis, 11.01.2021







