VIHTENNeKT Ha 3awmTe
3A0poBbA

® NOJIUCQH

OBL{ECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOMMYECKAA ®APMALEBTUYECKAA ®UPMA «[NOSTHCAH»

192102, Canxr-Nerepbypr, yn. Canosa, 72, kopn.2, nuT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

Ananurnyeckni macnopt Ne 1353

INpenapar: PEAMBEPHUH?® pacteop ans undysuii 1,5 %
Cepust: 2011221 ' P N001048/01
@®opma BBITYCKa: xoHTe#Hep S00 Ma X 5 (Tapa kapToHHas)
KonuuecTso! 3007 yu.
Jara n3rotosieHus: aexabps 2021 r.
Jlannble aHAJIH3A
Hoxazarenn Tpe6osauna HJI P N001048/01-290319, Hannsie apannia
mim. Ne 1, uam, Ne 2
1 2 3
1. Onmucanue [1po3paunas GecuBeTHas KHUIKOCTH Ipospaunas GecuBeTHas
(Busyansusiii MeTon) KHAKOCTD
2. TloanuHHOCTS:
- AHTApHAT KHCIOTA BpeMeHa YIEPKHBAHMS MHUKOB SHTAPHOH KMCAOTH M Cootsercrsyior
- MErTIOMHH MEFTIOMMHA Ha XPOMATOTPAMMAX HCTIKITYEMOrO PACTBOpA,
NOMYYEHHBIX npH KONMHYCCTBEHHOM = OMpPEACNCHHH,
AOIDKHB COOTBETCTBOBATE BPEMEHAM YECPRHBAHUS [THKOB
COOTBETCTBYIOIMX ~ BEHIECTS HA  XPOMATOTpaMmax
pacteopa cpasheHns (BDXKX)
- RaTpu# Hanvuue aHaIMTHYECKOrO CHIHANA [IPU KOITHUCCTBEHHOM TpucyrcTeyer
onpenencHuH HaTpHa (ADC)
- kanuii Hamiise aHATHTHYCCKONO CHIHANA NPH KOJIHUCCTBEHHOM Ipucyrcreyer
onpeaenekny kanua (ADC)
i G XapakTepHas peakums TNonoxurensHas
(Kaqucuuax peakups EO** 2.3.1, peaxums 1)
= M Xapakrepuas peakums ) MonoxurensHas
{KauecTeenHas peaxuus, I'd PO*)
3. IIpo3payHocTh Jomken 6siTe ipo3paunsmv (I PO*) Tpospayusii
4. I1seTHOCTD JHonxen 65ire GecuperHeiv (TP PO¥) BecuserHsii
5.pH Ot 6,0 no 7,0 (I'® PO*, NOTEHUHOMETPHIECKH) 6,4
6. MexaHI4eCKHE BKIIIOYEHHS:
- BUAHMBIE MEXAHHYIECKHE BRIIIOYEHHA JIomkeH COOTBETCTBOBATH TPeGOBaHHAM CooTBeTcTBYET

- HEBUTUMBIE MCXaHHYCCKHC BKITIOEHUA

(I'® PO*, pusyansHblil meTon)

B 1 mn cpentiee uncno vacTuu pasmepom 10 mkm i Gonee
HE JIOIDKHO FPEBLILATE 25, & CPE/Hee YHCNO YacTHI,
pasMepoM 25 MKM i 60siee HE AOKHO NPEBHILIATE 3

(T'D PO*, meTon 1)

10 mxm 1 Gonee - 1 B 1 Mn
25 MM 1 OGonee - 1 B 1 Mn

CTEKNAHHBIE BMECTHMOCTE 250 mn 450 ma, cooTseTcTReHHO,
YKYNOpeHHsI¢ POSKaMH W3 Pe3uHEL, OGKATHE KOANAYKAMA
AMOMMHHEBRIMH HIA XOMOHHHPOBAHHBIMHE H3 AMOMHHEA H

[IACTMACCH.
Ha Gyraiky HAKNEMBAIOT ITHKETKY camoknesmyocs. Kaxayo
ﬁy‘mnw BMBDTE B 1mupyvumaﬁ 10 MEAHLMivaUSM ) HpRNLECARR
T B Na4Ky H3 KAPTOHA, Ha KOTOpPOH JomyckaeTes
HaHECEHHE ITHKETKH KOHTPO/IA NEPBOTO BCKPHITH,
Mo 250 wam 500 M B KOHTEAHEPH W3 TUIEHKH MEOTOCOAHOMN
nonmoneduHoBOR.

Ha xonrefinep MeTOI0M TEPMONEYATH HAHOCAT MaPKHPOBKY.
5 num 10 xonrefnepor no 250 wm 500 mn smecTe ©
MHCTPYKUMEH N0 MEAMIMHCKOMY IPHMEHEHHIO NOMELLAIOT B
AUWHK H3 rOPPHPOBAHHOrO XAPTOHA (OTAYCK MO PEHENTY).

7. UspnexaeMbift 00BEM He menee Homunanssoro (I'® PO*) 540
8. OcMONATLHOCTE ot 284 no 347 MOcm/kr (I'd Pd*, xpuockonuueckmit) 314
9. AHOMAanbHas TOKCHYHOCTh JomkeH OBITh HETOKCHYHBIM Herokcuusnsii
{1 KOHTEHHEPOB NONHMEPHEIX) (T'e Pe*)
10. BaxTepHaIBLHBIE 3HAOTOKCHHBI TpenensHoe conepxanne He Gonee 0,5 ED/ma Memee 0,5
(I'® PD*, meron A)
11. CrepwisHoCTh Jlomxen 6urts crepunsibiM (IO PO*) Crepunshbii
Cepus sMnymesa no nag paM
12. [Tornomenue B Yd-obnactu Omm;;*ommm npenapara npH ﬂg;'*e BO/HE! 0,008
HM H¢ AOJDKHA NPCBLILATE
(s KOHTeHHEPOB MOTHMEPHBIX) (Cn Snsmic)
13. KonuuecTeeHHOE onpeneneHue:
- CyxumHATH Or 41,4 5o 50,6 muom/n (BIAXK) 45,1
- MEFTHOMMH Or 40,2 no 49,2 mmoms/n (BIXOX) 45,5
- Mer HATPHA CY T Or 13,5 a0 16,5 r/n (Pacuéraniii meTon) 15.3
- HaTphil £ 132 mn 162 Mmnni/n (A7) M1
- xanuft Or 3,62 o 4,42 mmoms/n (ADC) 395
- Maruni Ot 1,13 50 1,39 mmonw/n (Terpuserpns) 135
= XJTOPHIb Or 98 a0 120 mmons/a (TutpeMeTphs) 108
14. YniakoBka o 200 man 400 mn B GyrsinKke CTEKNAHAEE BMECTHMOCTSIO 250 o 500 mn » xonTeiinepax w3
Anm 500 mn, coorsercTBeHnO, no 200 1wk 400 ma 8 GyTeunxe MIEHKH MROTOCNOANOR

nonuonedurosol. Ha xonrefinep
MCTOOM TEPMOTIEUATH HAHECCHA
MapKHpoBKa.

5 xourelinepos no 500 Ma smecTe ©
HHCTPYKIHAMH N0 MEAHUHHCKOMY
HPAMUBLANA) LUMCLICHD B SUIHK B3
rod)pHpOBRAHHOTO KapToHa (oTTIYCK
no peuenty).
KonmuiecTso uncTpyxumi no
MEIMLUHHCKOMY NPHMEHEHHIO
PaBHO KONHUYECTBY NIEPBHUHBIX
YNaKoBOK B rpynnosoi rape.

HHC-KO-2000-0160 «KonTpons npouzpeneHHol npoxykuuu», sepeus 10. Jara ssenenus: 10.03.2021
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32 rouredinepa no 250 ma uan 20 xoreiinepon no S00 mn smecte ¢

KOHUCHTPALIMIO B NPOLEHTAX, HOMED CEPHH, CPOK MOAHOCTH,
TEXHOTOTWHECKYIO MeTXY, of1éM B MHATRIHTDAX, cocTas, «Teopernieckas
ocmonaprocTs 353mOcu/a», « CTEPHIIBHO», «BHY TPHBEHHOS,
YenORA Xp v, wlonycraercs 3amop Ipenaparay, Homep

perneTp O YROCT , TPAAYHPOBOUHYIO LIKAAY € UiGPOBLIMM
MCTKAMI,

2) Ha nauxe it 3max, e, anpec, Ten./daxc
npommnmwwmec pexynp i P ii®n
TPYIHIMPOBOHHOE HAHMEHOBAHUA npemptn. nanpm-ummo Gopmy, obnén
B cocras, «Teopernueckan
DmmmeSS nOcm'm. «C‘IEI’H‘JII;HO: «BHYTPHBEHHO»,

¥ p «Jlory penapatar, HoMep

per  yROTOBEpEHN, HOMEP CEpHI, CPOK TOHOCTH,

«XPpEHHTS B HEAOCTYNHOM Aan AeTel MecTe!», «lTpuMeHsTS N0 HASHANEHINO
BpA'AH, YCAOBHS OTNYCKA, WTPHX0BOH koa EAN-13, «Hecmauuasenocrs
BHyTpeHnel msepmocru cynm mnnmm NPOTHBONOKAAHHEM K

, rpad P
5rru.ulcu ' IHKTOTPaMM bl, DACIHBPOBKS MAKTOFPAMM

@ nexspersenias popus PACTBOP JULS HHOV Mk,

cnoce npumeneris BHY TPHBEHHO KATIEJIBHO»,

% gepraxorepancarsrecxas rpynma PACTBOPBL, BIMAICLIME HA
BOJTHO-3JTEKTPOJIH THBIA BAJIAHC»
Hony CPencTs b ans
MOHHTODMHIE ABHKEHHA NEKAPCTBEHHRX PENAPATUS.
Ha AUMKR HI POPPHP 0 xap {ornyex no peuenty)

p 3HAK, anpec, Ten /haxe
NPOH3POINTENN, TOPrOBOE C NPEAYNPEMTERLHOR MApKHpOBKOH ® #
FPYTITHPOBOUHOE BpATA, NEXAPCTBEHAYIO hopMy, OObEM

B MHATWIHTPAX, KOHUEHTPALHIO B npomm:g cocras, «Teoperuueckas
ocuonspHocTs 353 uOci/my, «CTEPHIIBHO», «BHYTPHBEHHO»,

¥ P A, YeAOEHA OTTIYCKA, «JIONYCKACTER SAMOpaxIBaHHE
MIPENApaTan, HOMEP PertCTy YrocTosey HOMEp CEPHH, CPOX
rONHOCTH, «XpanuTe 8 HeaocTYNHOM 1nx netedl ectely, «IpHmensTs 0o
HESHRYCHHIO BPAYE», KOJWHECTRO KONTellNepos, wrprxosofl kox EAN-13,

PR} 1 .

Honycxaerca CpencTs maeHTHG

MOHHTOPMHTE penapaTos.
ﬂn!mwblllpou.ﬂlzmnme-,, fy poE (a1
CTAUHOHAPOR) YKASHIBAIOT TOBAPHLI IHAK, ummuumn, anpec, Ten./axc
TPOMIBONTENA, TOPIOBCS ¢ IpeRyNpenuTenshol Mapkuposkod ® u
TPYRRHPOBOHOE TIpenapars, Ackap y10 Gopary, obnem
B MEATHAKTPEX, ROHUCHT DALAID B NPOLEHTAX, 0OCTas, « T

ocmonnprocTs 453 mUcr/m, «Ul EPHULbHU», «BHY 1| PHBEHHUS,
YCAOBHA Xp «llony paTas, HOMEp
peructy O YIOCTOBED mmcpoxmm
«XpaHITL B HEAOCTYTIHOM A8 AeTelt MecTe!y, allpuMensTs N0 HASHATEHIDO
Bpayan, « 1N CTAUHORAPOBY, KONHYECTBO koHTeiinepon, LTprxoBol koA

EAN-13, mnnyﬂxwwunmmn ! -LE T '%- Tlonyckaercs
HaeH RLAA CHCTEMB! MONMTOPHHTS JBHXEHMY

16. YenoBus XpaHeHHs W Mephi
TIPefOCTOPOMHOCTH

sexsperaem npenagaron

no Y 8 rpynnoEy0
TAPY AKX ¥3 Kap rodpHp 0 (ans ). Konnvecrso
HHCTPYXUME 10 P paBHo y
THEPEHTHBIX Y B rpynnopoit Tape.
15. Mapkuposka 1) Tieparnax ynaxosxa 1) Tepenunas ynaxoska
Ha gmwerxe Gyruacn y pHu 3Hax, ampec. | Ha koHTeitepe yKasaHsL:
Ten /g ny B, YOproBoe © TOBAPHLIH IHAK, HAHMEHOBAHHE,
TnpenynpeauTensHol mapxuposxoil ®, nupcnunmo ebopuy, ofpém B anpec, Ten Jw NpOH3BOLHTENS,
o POMIAITPA M0 & IPOURKT, NOMCR CEQMR, CPUKTONICT, | v 508 RAUMESORANRE
cocTas, «TeopeTnyeckan ocmMonaprocTs 353 MO/ my, « CTEPHIIBHO®, L
«BHYTPHBEHHO, «HecMauuaemocts siyrpenneli nosepxuocTn MpENapaTa ¢ NpeaynpeuTensHo
. — - Mapknposkoll ®, nexapcTsennas
YenoBuS xpanerns, «Jl0TyCKACTCH JAMOPAKHBAHNE NPETIAPATLS, nowp ¢opma, KoHLEHTpaUNA B
; @ TPOLIEHTAX, HOMED CEPHM, CPOX
o A o X r“ FOMIHOCTH, TEXHOMOTHHECKAs
Zyan:Horo Tex WHECKOrD HOMepa Wittt asyweproro | METKR, OOBEM B MHILTHIHTpAX,
urrp D). i ik .. moryr Gems | COCTaB, «Teopernueckas
apHill 3HaK 4 7 OCMOIAPHOCTE 353 MOCM/ny,
Ha P : TOBApHbIA 3HAK, aspee, «CTEPHJIBHO»,
Ten./haxc np Toprosoe paTa ¢ «BHYTPHUBEHHOM®, ycaosus
TIPERYNpeRRTEABHOR ponxofi ®, nexay yIo Mnr xpanenns, «Jlonyckaercs

3aMOPAKMBAHKE NPenaparay,
HOMEP PErHMCTPaLHOHHOID
YIOCTOBEPEHHS, IPalyHPOBOYHAS
LIKana ¢ UADPOBBIME METKaMH,
2) BropuuHas ynakoska

Ha smixrerxe smnka u3
ro)pHpOBAHHOrO KApTOHA
(oTnyck no peuenTy) yKasansl:
TOBapHEIH 3HAK, HAHMEHOBAHHE,
anpec, Ten./axc NpoH3BONKTENS,
TOProBOE ¢ NPEAYNPEaHTENBHON
mapkxpoBxoif ® i
TPYNNHPOBOYHOE HAMMEHOBAHHS
npenapara, 1eXapcTBeHHAs
topma, 06BEM B MMILUTIIHTPAX,
KOHLEHTPAlMKY B MPOLEHTaX,
cocras, «TeopeTHueckas
ocMonspHocTs 353 MmOcm/m»,
«CTEPHIBHO»,
«BHYTPUBEHHO», yciosus
XPAHEHHS, YCIOBHSA OTITyCKa,
«/1onyCKaeTCH 3aMOPaKHBAHHE
npenapara», HOMEp
PErHCTPALMOHRONO
YAOCTOBEPEHHA, HOMED CEPHH,
CPOK FOAHOCTH, «XPaHHTh B
HEJOCTYNHOM juin gerelt Mecteln,
«IIpHMEHSTE N0 HASHAYEHHIO
Bpaya», KOTHYECTBO
xonTelinepos, mTpHxoBol Kon
EAN-13, manunynsusonusie

JHAKA !, J.L T, "l'

Hanecensl cpencrea
HACHTHOHKALMH JNK CHCTEMBI
MOHHTOPHHTA JBHKECHHA
NIEKapCTBEHHBIX NPENapaTos.

B 3ai0Mmi€HHOM OT CBETA MECTe MPH TEMNEPATYpPe He
Boime 25 °C. JlonyckaeTcs 3aMOpakHBAHHE NpenapaTa.

B sammnéunom OT caeTa MecTe nps
TemmepaType He pume 25 °C. Mm

17. Cpox roaHoctH

5 net B GyTHINKAX CTEKIAHHBIX, 3 roja B KOHTEHHEpax u3
TUIEHKH MHOTOC/I0HHOH nonnonc(punonon

3 rona B KoHTEHHEpAX W3 WIEHKH
Muorocnofinol noanonedunonoi

— Aeficteytomee u3sanue locyaapcTeennolt Gapmaxonen Poccuitckolt denepaumu

**_ neficTeyiomee u3nanme Esponeiickol ®apmakonen

Jakmouenue: cootseTcTBYeT TpeGoBanmaM HJI P N001048/01-290319, uam. Ne 1, mam. Ne 2

Hara seinauu nacnopra: 12.01.2022
3asenyromuii KAnJI
Hauansuuk OKK

Hupextop no kayectny

HHC-K0-2000-0160 «KoHTpo.s Npon3sBenecHHO NTpoaykumuy, Bepeus 10, Jlata seesenus: 10.03.2021

K FOJHOCTH 10: 12 2024
A. C. Bnacosa
A. H. ®é&noposa

C. H. Cxopuk




000 “Hayuno-rexnonoraueckas Gapmanesraueckas pupma “IIOJTHCAH”

Paspemenne Ha peamnaruio No

HamMeHOBaHHE

®opma BHINTYCKa

MHH

PY Ne

HopMaTuBHAS JOKYMEHTALMS
Homep cepru

Pasmep cepun

KonugecTso nocie KORTPOIL
Ne AHANHTHYECKOr( TacnopTa
Tonen no
TlpenmpuaTHe-NPOH3BOIHTENE

TIpeampuaTHe-yIaKOBIIMK

00000026 ot 17.01.2022

PEAMEBEPHH pacreop ans uudy:unit 1,5%, 500 ma B xonTelinepax
nonumepusix No5, Poccuiickas ®eaepanss

xouteitnep 500 M x 5 (Tapa KapToEnasn)
MeroMHHA HATPAS CYKIHAAT

P N001048/01

P N001048/01-290319 Ham. Nel-2

2011221

3007 ynx

2 986 yor
1353
12 24

000 «Hayyno-TeXHONOrHeCKan dapMmauesTHIeckas dpupma
«TOJTHCAH», 192102, Poccniickas Dexepauns, r. Cankr-IlerepGypr,
ya. Canosa, 1. 72, K. 2, JAT. A

000 «Hayuno-rexHojoradeckas GapmanepTuaeckas Gupma
«TTOJTUCAH», 192102, Poccuiickas ®enepanns, r. Capxr-IlerepGypr,
ya. CanoBa, A. 72, K. 2, 4T, A

AHANW3 TPOH3BOACTBEHHOMH JOKYMEHTALHH

Jocke HA cepHIO IPOBEPEH0 Ha
Jocbe na cepuro onobpeno Oa
KpurHueckue OTKIOHEHHH OTCYTCTBYIOT Ha

Cepyst IPOU3BEACHA H MPOKOHTPOJIAPOBAHA B COOTBETCTBHH ¢ JIHIeH3HeH Ha IPOUIBOACTEO
JEKAaPCTBEHHBIX CPEACTB, TPeGOBANAAMH PErBECTPAHONEOrO JOChe, TPeOOBAHMAME OPrARNIAUNK
IPOE3BOJCTBA H KOHTPOIA KAYeCTBA JeKAPCTBeHABIX cpeacTs (npasua GMP), a Takike HHbIMK
TpeGOBAHMAME NeACTBYIONIET0 32aKOHOJATENbLCTBA.

[poayKuHs paspemieHa K pealu3alny

VnomHoMoUeHHOE THIO

HavansHuk oTHENA

@

Crenanosa M.C.

(HODKHOCTE)

A
(noAIKCH) /

A
,{

(pacmndpoBKa [IOAMTHCH)

[Monokenne o MHIE, OTBETCTBEHHOM 34 BHITYcK cepru (YNonHoMoueHHOM JHIlE TIO KauecTsy), aata ya. 11.01.2021






