AnannTndeckuii nacooprt Ne 546
Ilpenapar: HUTO®JIABHH®, pacrsop 415 BHyTPHBEHHOTO BBEACHHS

Unrennekr Ha sawute OBLWECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTHIO

FHOPOREH «HAYYHO-TEXHONOMMYECKAS OAPMALIEBTUYECKAS OMPMA «TTOUCAH»
192102, Canxr-NletepGypr, yn. Canosa, 72, Kopn.2, AWT.A,

® NOoOJINCOH Ten.: 812 710 8225, danc: 812 764 6284, e-mail: info®polysan.ru

Cepns: 750621 ’ PN003135/01
DopmMa BEITYCKa: PacTBOP A BHYTPHBEHHOTO BBEIEHHS
(ammyna) 10 ma x 10 (1auka kaproHHas)
Konugectso: 11649yn.
Jlara marorosnenus: wmions 2021 r.
JlaHHBIE AHAIM3A
IToxaszarenn TpeGopauna HI P N003135/01-220319, JManusie
HMam. Ne 1 anaama
1 2 3
1. Onucanue ITpo3pavnas KUAKOCTS KEITOrO HBETA Ipozpaunas
(Busyamsssiit MeTon, I'® PO") KHIKOCTD KENTOTO
LBeTa
2. INomuuAOCTE:
- pubodnasuna gocdar narpna CriexTp nornomes#s HCNHTYEMOro pacTsopa, Cootsercrayer
' TIPHrOTOBAEHHONO NN KOMHYCCTBCHHOrO OnpeaencHns,
fIONyEHHBIH Ha CTIEKTPOOTOMETpE B KIOBETE ¢
TonumHoK caoa 10 MM B o6nacta ot 300 10 550 um
JOIDKEH UMETh MAKCUMYMBb! IpH (445+2) BM u npw
(373£2) nM (CnextpotdoTomMerpus)
- IHTApHAA KHCIIOTA Ha xpomarorpaMmax HCIILITYEMOTO PAcTEOPA AO/KHEL
- METTEOM¥H NPHCYTCTBOBAT ABA OCHOBHEIX [THKA, COOTRETCTRYIOUIHX Cootsercrayior
- HEOSHE 110 BPEMEHAM YCDKUBAHHS [TMKAM HHOIMHA U
)y HHEKOTHHAMHK2A (CnexTpodoToMETpHUECKOE
Ll JCTEKTHPOBAHHE NMPH 254 HM), ¥ ABA OCHOBHBIX MMKa,
COOTBETCTBYIOIHX 110 BDEMCHAM YACPXKHBAHUA MUKAM
AHTAPHOH KHUCIOTH H MErTIIOMUHA
(pedppaxromerputieckoe ACTEKTUPOBAHHKE), HA
XpoMaTorpaMMax pactsopa cpassenus (a) (BOXX)
3. IlpospausocTs Homxen 65116 npospaunsM (I'D PO IIpo3payHkit
4. pH Ot 6,0 10 7,0 (T® PO', noTenmmomerpueckn) 6,7
5. VssnexaeMslil 06bEM, M1 He menee nomuuansroro (I'd Pd") 10,0
6. Mexann4yecKne BKMO4YEHHT
- BHAMMBIE MEXAHUYECKHE BKITIOYCHHS Homxen cooTBeTCTBOBATH TPEOOBAHMAM Coorsercrayer

(' PO*, Bisyansuuti)

- HEBHJIUMEIE MEXAHUHECKHE BKIIIOUEHMA Cpegee uncio wacTuil pasmepoM 10 Mku # Gozee e

10 mxm 1 Gonee — 95

AomxHo npeseinars 6000 B oxnolt ammye, a cpepuee Ha aMmmyny
YHCIO YaCTHIL pasMepoM 25 MrM 1 Gonece Be 10KHO 25 mxm u Gonee ~ 1
npessunats 600 B oauo# amnyne (I PO*, meron 1) Ha aMOyny

7. POACTBEHHBIE NIPHMECH:

~ FUTIOKCAHTHH, T'YaHO3HH CymmapHoe conepxanue re Gonee 3,0 % ot 0,07
HOMHMHIBHOTO COACPKAHMA MHO3HHA (BIKX)

- HHKOTHHOBas KMCJI0Ta He Gonee 3,0 % 0T HOMMAATLHOTO COEPKAHUS 0,09
HHKOTHHAMMAA (BYKX)

- HeHAEHTH(QHIIHPOBAHHBIE TIPUMECH CymmMapHOe COIEPKANNE OT CYMME! TLToIane i 0,04
[MKOB HHKOTHHAMMIA H HHO3UHA HE JONKHO
npesbimats 2,0 % B3%x)

- omMudraBuH He 6onee 0,20 % oT HOMHHANBHOTO COAEPXKAHUA 0
pubodimasrna pocdara HaTpHs (BIKX)

8. baxTepHansHbIe SHIOTOKCHHE TIpeneneroe conepxanne He Gonee 17,5 ED/Ma Menee 17,5

(F® PO", meTox A)
9. AHOManbHasg TOKCHYHOCTh HomxeH ObITh HETOKCHIHBIM Herokenunsiii
(T'd POH
10. CrepuisHOCTE Jomxen 6piTh crepunsaeM (I[P PO’ meTon CTepHIbHbIH

MeMOpaHHOH (HUnLTPaLHH)

HHC-KO-2000-0160 «Kontpoas nponsseneHHoN npoaykiuu», sepcus 10. Hara spexenns; 10.03.2021




1 | 2 3

11. Konuuecrrenroe onpeaeieHue ot 0,0018 10 0,0002 r/ma CisHpN{NaQsP 0,0020
(pubodnasuna Gocdara Hatpus)
(CrnexrpodoToMerpus)
orT 0,090 piie] 0,110 riva CyHsO4 0,]00
{anrapHoi kuenoTH) (BXX)
o1 0,1485 10 0,185 r/vn CoHoNOs 0,1631
(MermoMuna) (B2KX)
ot 0,0180 a0 0,0220 r/ma CigHizN4Os 0,0198
{(unosuna) (BOXX)
ot 0,0090 go 0,0110 £/ma CeHNO 0,0100
(HuxoTHRAMuIA) (BIKX)

12. ¥naxoeka

Tlo 10 Mn B aMnyasl KOpHdHeBoro crekna. Ha amnyny
HAKJICHBAIOT 3THKETKY CAMOKIESIIYIOCA.

[lo 5 amnyn |nomemam B KOHTYDHYIO SUCHKOBYIO
YOAKOBKY M} TUIEHKH TOJMBHHKIIXIOPHIHOH,
Kounrypnyio sm:eiixoaym YAaKOBKY TEPMOCKIEHBAOT C
nngHKoi nokposHol Han GoNBroi amoOMHHHEBOH, unM
OCTaBIAIOT OTKPHITOH.

1 nm 2 KOHTYDHBIC AYCHKOBLIC YHAKOBKY

ITo 10 ma 8 amnynax
xopudHesoro crexna. Ha
aMIyNY HAKIEEHA ITHKETKA
CAMOKNEHIANCA,

5 ammyn B KOHTYpHOR
SHEHKOBOH YIIAKOBKE B3
TAEHKH
TIONMBHHIXAOPHIHON,

2 KOHTYpHEIS MmueHiosue
YIAKOBKH, TEPMOCKNBEHHEE T
naéikoil noxposaof, ¢

BMECTE € MH }ﬂ(u){eﬁ Nn¢ NpHMEHEHHID TOMEWAIOT B
| HECTpYKuHeit no
nauKy 3 KapTpHA. Jins XOMTpOMNA TEPROTO BCKPBITHA | mpumenehstio noMeumeHs 8
Gokonsie uﬂam;:m Ak MOFYT OBITH 3aKIEEHB! C JBYX | nawxy n3 Kaprona.
CTOPOH 3THKETKAMH HIIH TEPMOCKIIEEHEI.
13, Mapxuposka 1) IepeuyHas yiakoBka 1) Tieppurssax yraxosxa

Ha aMnynax @ caMokjeamelCa ITHKSTKE YKAILIBAIOT:
TOBApHBIH 3HAK !upomm,ﬂwrcm, TOPrOBOE HAMMCHOBAHHE
NCKAPCTBEHHOr( npenapara ¢  NPeAyNpeAHTEeaLHON
MapKUpOBKOH ©, 00BEM B MMIIMIMTPEX, CONCPHKAHHE
ICHCTBYIOWIMX BEUIECTB, HOMEP CEPHM, CPOK I'OJHOCTH,
JeKAPCTBERHYIO HOPMY.

2) BropHuHas y[akoBKa

Ha mnéuke noxpoBHOH YKa3biBalOT: TOBApHBIH 3HAK
npoussoauTens, Ha donsre amoMuHueBOH yKasblBalOT:
TOBAPHBIA 3HAK [MPOM3BOIMTENS, HOMEP CCPHH, CPOK
TOAHOCTH.
Ha mauke yxadsiBaioT: HAHMCHOBAHWWE NPOM3BOJMTENS,
€ro TOBApHEIA 3Hak, aapec, Ten/dakc, TOprosoe ¢
NpeayNpeanTens>HOH MApKHpOBKOH ® K rpyNIHPOBOYHOE
HAUMCHOBAHMA NeKapCTBEHHOrO npenapara,
nekapcTeenHyy  dopmy, ofs¥M  npenapata B
MHJUTHIMTPaX, COCTaB, YCAOBHA XpaHenua, «[IpuMenaTs
N0 Ha3HAYCHMIO Bpaua», «XPaHHTE B HEJOCTYIHOM Ui
nereit mecrely, «CTEPHMIIBHO», ycnosms ormycka,
criocob npm'xer{emm, HOMEP  PerscTpauuoHHOr
YAOCTOBCPCHHMS, HOMEpP  CEpHHM, CpOK  TORHOCTH,
KONHYECTBO amity . B YaKoBKe, WTpuxoroif kon EAN-13,

rpafideckoe H300paKCHHE AMIYJBI ‘, MTHKTOIPAMMBI,
pacmHGpoBKa ITHKTOrPaMM

« nexapcisennan opma JKHUIKA S»,

« = enoco6 npuvenenna BHYTPHBEHHO,
KATIEJIBHO»,
=R

« ® B papmaxorepanesTHdeckas rpynna [IPOYHE
TIPEITAPATHI [UISl NEYEHMS 3ABOJIEBAHKHM
HEPBHOH CHCTEMbI».

Honyckaercs i%iaﬂeccnm: CPEACTE HIOCHTHOUKALMHA 11K
CHCTEMBl MONHMTODHMHIA JBHMCHHS  JIEKAPCTBEHHBIX

TIpEnapaTes.

Ha amnysax wa camoxsemurecs
ITHKETHE YXA3AKL TORIPHBA Jnax

MPEnapaTa ¢ nNpeaynpeaMTeasHOR
smapkaposkol  ®, ofuim  »
MIATHARTPEX, conepEaHne
BETCTBYIOUHX  HEWECTH, HOMEp
CEPHH, CpeK

Ha nugsxe noxpoeHoit YxasaHel
pHEH 312K NP

Ha nauke yKasansl HANMEROBAHNE

P ero prsidt
IHAK, anpee, Ten /Haxe, Toprosoe ¢
BpENyNpeRITENsHOR
® "
HEHMEHOBANMA  JCKEPCTREHNOO
npenapara, sexapcrsensan popma,
CObéM TPENApaTA B MHARRANTPAX,

«l"r ' no

Bpauan, aXpaKiT B HEAOCTYINOM
Ans Acreit mecTels,
«CTEPHJIBHO», yononns

PETHCTPAUMONHOTO
YROCTOBEPEHIN, HOMED CEpUM, CPOK
TOAMOCTH, XORHYECTBO AMMYR #
ynaxosxe, wrrpnxosoli xon EAN-
13, rpaduueckoe  imoSpaxenne

AMAYAB TEHXTOTPAMMSL,
pacwHGPORKSE NHXTOTPAMM

waekapcTeenian dopua MHIKAR,

ahapHARUTEPANCETIYECKER IPYTNa
TIPOYME IMPETIAPATHI UL
JIEYEHMS 3ABQJIEBAHHA
HEPBHOH CHCTEMBIs.

Haneceno cpeacrso
HACHTHOHERLNN AAR CHOTEME
MOHHTOPHHIR ABIKEHHN
NEXIPCTBERHBIX NPEAPATOB.

14. Xpanenue

B zauMimeHHoM OT CBETA MECTE NpH TEMIEpaType He
see 25 °C.

B jaumMiueHHOM 0T cBETa
MECTE NPH TeMNepaType He
sunne 25 °C.

15. Cpok rossocTa

2 roza

2 roxa

*. neifctyrouee uznanne FocyrapeTeenHo dapMakor

len Poccuiickoil Penepanun

3aknroyenne: cootsercTByeT Tpebosannam HJ] P NO03135/01-220319, M3m. Ne 1

Jlara seinaum nacnopra: 13.07.2021

Sasenyrowmi KAnJI
Hauaneauxk OKK

HupexTop 1o kavecTsy

e ONVCAHY

119 AOKYMEHTOB
[lnst AOKYMERIOZ

HHC-KO-2000-0160 «Kourpons 1niponssenensol nponykisiu», tepcus 10. Jara seenenus: 10.03.2021

Cpok roxsocty mo: 06 2023

A. B. Ckok
A. W. ®&noposa
C. Y. Cxopuxk




000 “Hayuno-texsonorngeckas dpapManeBTHYECKAS dupma “INIOJIMCAH”
Paspenenue na peamtzanmo Ne 00000578 or 16.07.2021

Hauvenonanue HHTO®IIABHH pacTsop A5 BHYTpHBeRHOro BBegenssy 10 s NelO,
Poccniickan ©enepannus

Qopma BLITYCKA ammynaa 10 ma x 10 (navxa xapronsas)

MHH Hfmaﬁm-ﬁmwmnamuﬁPu50¢Hanuu+ﬂu'rapnan KHCI0TA

PV No P N003135/01

Hopmarusras joxyMenTamng P N003135/01-220319 manm.Nel

Homep cepun 750621

Pasmep cepun 11 649 ynx

Komuuectso noene korTpons 11 610 ynr

Ne AWanuTHYecKoro nacnopra 546

Tonen no 06 23

Tlpe anpusTHe-IPOM3BOHTEIS 000 «Hayuno-rexnonoruveckas gapManesTuaecKasn dupma

«[TOJTHCAH», 192102, Poccniickan ®exepanns, r. Can kr-Ilerepdypr,
yia. Cajosa, 1. 72, K. 2, 21AT. A

Ipeanpusrre-ynagoBmuK 000 «Hayuro-Texnogorneckas papManepTHIecKas $upma
«ITOJTHCAH», 192102, Poccnifckas Deaepaund, r. Canwr-Ierepbypr,
¥ia1. Canosa, 1. 72, k. 2, JuT. A

AHAIH3 IPOU3BOACTBEHHON TOKYMEHTALMN

Hocke ua ceputo npopepeno Ha
Hocbe na ceprio ogobpeno Ha
KpuTuueckue 0TKIOHEHHH OTCYTCTBYIOT Ha

Cepns mpousse/iena 0 NPOKOHTPONHPOBAHA B COOTBETCTBAMN € JUICHINEH Ha OPOH3BOACTBO
ACKAPCTBCHHBIX CPEACTB, TPeGOBAHMAMM PETHCTPAUMOHHONO J0Che, TPeGOBAHMAMH OPTAHM3ALNK
HPOAIBOJICTEA H KOHTPOANA KadeCTBa JCKAPCTREHRBIX CPEACTR (npasua GMP), a Tarsre mHBIMH
TpeGoBanuAMHE JefiCTBYIONIEro 3aK0H0JATeNLCTRA,

Ilponyxuns paspentena x peannsanun

~)
YIOMHOMOYEHHOE U0 b}
Havassuux otaena /ﬂ//f Crenanosa M.C.

(I0IDKHOCTBR) (noamick) (pacmudpoBka MoIHCH)

Tonokenne o nune, OTBeTCTREHROM 3a BBUIYCK cepit (YNONHOMOUMERHOM THIE 1o Kayecrsy), mara ya. 11.01.2021






