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WHTennekT Ha aawure

® NOJINCOH

OBLWECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEBTUYECKAR OUPMA «NONUCAH:

Ananntuyeckuii nacnoprt Ne 1349

[Ipenapar:
50 mr/ma

Cepus: 61221

192102, Canr-Nerepbypr, yn. Canosa, 72, kopn.2, AuT.A,
Ten.: 812 710 8225, dakrc: 812 764 6284, e-mail: info®@polysan.ru

MEKCHITPUM® pacTsop .19 BHYTPHBEHHOIO H BHYTDHMbIIIEYHOT 0 BBEACHHSA

JIC-001668

®opma Bhllycka: PacTBOp /11 BHYTPHBEHHOTO H BHYTPHMBILIEYHOrO BBejIeHHs, SO Mr/Mn
(ammyna) 5 M1 x 5 (nayka kapToHHas)

Konnuectso: 35503 yn.

Hara n3rorosnenus: aexabpn 2021 r.

Jlanubie anaau3a

ITokasarean TpeGosanus HI ®CII JIC-001668-100913, Jannbie ananmnsa
Him. Ne 1, mam. Ne 2, mim, Ne 3
1 2 3
1. Onucanue Becusetnas win cnerxa xenTosatas npoIpauHas KHAKOCTh Becusernas npospaynas
(BuayaneHsifl Metoa) HKHUAKOCTL
Yastpadmonerossie cnexTpb NOCNOWGHHA PacTaOpoOB npenapata ¥ Coome-rc'rnyer
2. HOI[J]HHHOCTB CTANNAPTHOTO OOPAMLA ITHAMETWITHIPOKCHIMPHANHA CYKLHHATA,
MPHrOTORTEHHBIX ANA KONHYECTBEHHONO ONpeenenns, B ofnacty or 240 1o
340 HM 20mKNB HMETE MAKCHMYM ITPH 0AHOR H TOH we LHHe BONHM.
(Cnexrpodoromerpuueckiit metos)
OcHoswmoe naTho na XpoMatorpamue pacTeopa | npenapara, noayuennol npr Cm“ﬂc‘-ﬂyﬂ
HCOLITAHHH HA NOCTOPOHHHE NPHMCCH, 110 NONOKEHHMID, NOMIOWICH HIKD 8 Y-
CBETE H PAIMEPY NOMKHO COUTBETCTBORATS TIATHY Ha XpoMaTorpamme A CO
ITHAMETHATHAPOKCHINPHAKKHA cykunnata. (TCX)
Homxna wabnionatees OPaHKCBAA OKPACKA C HHTEHCHBHOMN senénoi COOTBET’CTBY&T
dmoopecueHumen » Yd-coere (AHTapHan kncnoTa).
(KauecTsennas peakums ¢ peropuHHoM)
3. lNpo3pauynocts Tpenapar nomken Guirk TipopavukiM (F'd Pd) [Tpo3paumbiii
4, L[BGTHOCTB Mpenapar aomken G GECUBETHLIM K BbIAEPKHBATS CPABHEHAE BecugeTHbii
¢ yranoHoM Ys (I'd Pd)
5. pH Ot 4,0 10 5,0 (I'd PO, MOTEHUHOMETPHYECKHI) 4,6

6. Mexauuyeckue BKIIOYEHHS
a) BUAMMBIC YacTHIBI
6) HeBUIMMBIE YaCTHIIBI

a) B cooTBeTcTRHU ¢ TPeGOBAHMAMM

(I'd PO, enzyanbubit)

6) Yactnu pasmepom 10 mkm 1 Goace - ne Gonee 6000 B oanof
amnyne;

HacTHu pasmepom 25 Mkm 1 Gosee — He Goee 600 B oaHoM amnyne
(I'® PO, cuttHo-oTomerprycckuii)

a) Beuacpxibaer

6) 10 MM 1 Gonee — 96 »
O[IHOW amnye

25 mkm 1 Bonce —2 B
0IHOMA amnyne

7. TlocTopontue npumecH ITaTHo noctoponueil npumec ~ ke Gonee 0,5 % (TCX) Meee 0,5
8. U3rnekaemelii 06béM He menee HomunanbHoro, ma (I'd Pd) 5.0

9. Bakrcpnamume He Gonee 0,44 ED/mr ITHAMETHATHAPOKCHIIKPHIMHA Mewnee 0,44
s e (22,0 ES/vn npenapars) (T P®) PR
10. CTepuasHOCTh ITpenapar aonxen GbiTh cTepubHbIM (TD PD) CrepHabbili
ROy ol e
JO3HPOBaHUS ' .

12. KonuuyecTBeHHOE Ot 45 10 55 M B | M npenapara 49
onpeeneHue (CnexrpodoTomerpuyeckuii Meron)

13. Ynakoexa

1Mo 2 ma maK 5 MA B AMIYAR H3 GECUBETHOTO HAK KOPHYHEBOTO CTEKNA NCPBOTO
FHAPONMTHYECKOTO KracCa.

Ha aMmyry HaxnewsalT ITHxeTky CAMOKIERLITYHOCH,

[To 5 amnyn » KOHTYPHYI0 A4eHKOBYIO YNAKOBKY H3 IIEHKH MOTHBHHUTXAOPHANOR,
HUIH M3 IUIEHKH MOTHBHIKAXTOPHAHONA H OABFH AMOMMIHEBOR nevarnofl
NAKHPOBAHMOM, MNH HI MAEHKH NONHBHHUAXTOPUIHOHA W MAEHKH NUKPOBHORA,

Mo 1, 2 wau 3 KOHTYPHEIC RUEiiKOBMIE YIAKODKH ¢ HHCTPYKUHER 110 MEAHUHHCKOMY
MPHMEHEHIIO TEXAPCTREHHOTO NPCNAPATA, HOWOM IR CKAPHMHKATOPOM
AMDYLHBM MOMEUIAKOT B NBYKY H3 KAPTOHA.

A emoyuenapos no 6, 12, 20, 50 uns 100 KOHTYPHBIX a4eAKONLX YOAKOBOK ¢
bonbrof amOMHHKEBOR WIK NIEHKOH IOKPOBROR COOTBETCTBEHD ¢ 6, |2, 20, 50
Wi 100 HHCTPYKUHAMHK 1o Y np NERAPCTBEHHOMO
MPENADATA, HOWAMH HilM CKADM(HKATOPAMA AMITYARHBIMM NOMEWIAIOT B KOPOGKH 1Y
kapTona. Koawaec o uuctpyxumit no me y np
nexaps 0 IPCHAPATA PABNO KO y KOHTYPHBIX 9'EAKOBLIX YNAKOROK.
ITph yNaKosKe AMITYA & KONLLAMH WA TOYXAMH HALIOME HOXH HAH cktpHdHKATOPM
AMIYIBHBIC HE BKNIANKIBAIOT.

[To 5 mn B ammynm u3
xopHunesoro crexna. Ha amnyay
HAKNEEHA ITHKETKE
CAMOKNEALIAACA,

No 5 aMnya B KOHTYPHOH
AEHKOBON ¥NAKOBKE H3 MASHKH
NONHBRHUAXAOPHAHOH

H NAEHKH NOKPOBHOR,

[o 1 xoxtypHo# suckikonoi
YNAKOBKE C HHCTPYKUMel no
MCAHUMHCKOMY NPHMCHEHHIO
NEKAPCTBEHHOTO NpeTapara

B Nayke W3 xkapTona

14. Mapkuposka

Hepsuunan ynaxosxa

Ha JTHKETKE aMNynbi yKA3LIBAIOT HAHMEHOBAHHE MPOHIBOAMTENA,
€Tpany, Topapuuiii 3nak LLTALA Apunafimurrens AN, Tosaphoe
HAHMEHOBAHNC NPCNApaTa C NPEAYTIPEINTEALHON MapkHposKkoR ®,
AEKAPCTBENNYIO (BOPMY, « ITHIMETHATHAPOKCHIHPILINNA CYKIIHBATY,
KOHUCHTPALMK), 0GLEM MpenapaTa B MUUTHINTPAX, HOMEP CEpHH,
CPOK IOIHOCTH,

[epawenan ynaxossa
Ha  omuxerxe  amunynm  yxagwinanst
HAMMEMOBANIE NPOMIBCAIMTEAA, CTRAHA,
TOBapHBIA IHAK WITAA
ApuHaiimuTre b Al TORApHOE
npenapara [
npeaynpeawreassoi mapxnposkofl ®,
NEXAPCTREHHAR fopma,

§ ITHAMETHATH APOKCHNUPHIING
CYKUSHATR, KOHUEHTPALMER,
NPEMAPATA 8  MIADMTHTPAX,
CEPHM, CPOX NOOHOCTH.

obstn
HOMEp
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1 2 3
BmopuiHaz ynakosxa Bmopusnas ynaxoard
Ha amomunnesoit Gonbre KOHTYpHON s4eHKOBOH YNAKOBKH Ha  amowmesod  Goabre
‘ i y KOHTYpHOR auciikosofl YIIAKOBKH
yxamnam‘ HaUMEHOBAHHE nponaaonwrenn, cTpamy, | yxkasans HaHMEHOBAHHE
TOBAPHBIH 3HAK WITAJA ApuHalMuTTEND AT, TOBAapHOE | MPOHIBOAHTENA, cTpana, ToBapHHHA
HaMMeHOBAHUE npernapara c HPWHPBIIHTCJILHOﬁ suax  WITAJLA ApuHafiMuTTens
A,  TOBApHOE  HAHMCHOBAHMC
MAPKHPOBKOH ®, feKAapCTBEHHYIO OPMY, | mpenapars ¢ mpeaynpemTenion

OTMAMETHATHAPOKCHIIMPHAHHA CYKUXHATS, KOHLICHTPALKIO,
oGpéM npcnapaTa B MWUMRAHTPAX, KONMHMECTBO  amityJ,
«AHTHOKCHABHTHOE CPEncTBO», «CTEPUIBHON, W[ IpHMEHATE
MO HA3ZHAMEHHIO Bpayan, YCNOBHA XpaHeHHa, «XpaHHTL B
HEAOCTYNHOM A JCTCA  MecTem, HOMEp CepHM, CPOK
FOAHOCTH.

Ha noxpoBHOH NACHKE KOWTYpHOH RMCHKOBOH YNAKOBKM
yKa3bBAIOT HAHMEHOBAHHE NPOM3IBOAHTENA, CTPAHY, TOPrOBOE
uauMeHoBaHM¢  npenapara € npeaynpeantensHoi
mapkuposkoi ®.

Ha nauke yKﬂSI:IBﬂ[O‘I‘ HAWMEHOBAHHEC lOlelH‘ICCKOI"O Mua, Ha
MMA KOTOPOTO BUIAHO PErHCTPALIHOHHOS yLOCTOBCPEHHE, Er0
aapec,  Tenchon/daxc, ToBapHbLI  3HaK IUTALA
ApuHaiiMuTTE b Al, HaMMEHOBAHHE MPOMIBOAMTENS, ero
anpec, TeaedoH, dakc, TOProBoe HauMEHOBAKME TIpErapara ¢
npcaynpcnmcnwon MApKHPOBKOH ®,
«ITUIMETHITHAPOKCHTIMPHIHHA CYKLHRATY, NEKAPCTBEHHYIO
QopMy, KOHUESHTPALMKIO, 06bEM Mpenapara B MHILIHIMTPaX,
KONMYECTBO  OMIYJM,  «AHTHOKCHIAHTHOE CPENCTRON,
«CrepnasHo», «[IpHMEHATE NO Ha3HAYCHMIO Bpauay, yCAOBHA
XpaHeHHa, CoCTas, HOMEp PErMCTPALIMONHOTO YOCTOBEPEHHA,
((CII{)COG npumeuclms: CM. uHCTp)’Klﬂ'{}OD, yCIIGBHﬁ OTIYCK4,
WTPHX-KOA, «X paHHTE B HEA0CTYMHOM A14 AeTeit MecTen,
HOMEp CEpHH, CPOK TOAHOCTH, JOMYCKAETCA  HAHCCEHHE
CPEACTB  HACHTHQHKAIMH A MOHMTOpHHIA  JIBHKEHHA
neKkapCTBCHHbIX NPENaparos.

Vnaxosxa 018 cCMayuoHapa

Ha oTHKeTKe KOpOOKH XapTOHHOH WM AlKKA U3
rodypupoBaliHore  kaprona ani cTauMoHapa  YKasbIBaoT
HAMMCHOBRHHMC [OPHIMYCCKOrO fHua,  HA MM KOTOPOro
BbLiAAHO  PETHCTPALIMOHHOE  YIOCTOBEPEHHE, cro aapec,
tenedon/dake, TopapHbii 3HaK ILUTAJJA ApunaHMHTTENb
Al, HaMEHOBaHME TPOM3BOAMTECIA, Cro AIpec, tenedoH,
daxc, TOProBoO¢ HAUMEHOBAHHE npenapara c
fipeayNPEAHTENLHOH MapkupoBkoH ®,
«ITUIMCTRATKAPOKCHIMPHAKHA CYKLIMHATY, NeKapCTREHHYIO
dopMY, KOHUCHTPAUHIO, o6béM npenapata B MULIHIHTRAX,
COCTaB, KOJH4ECTBO aMnya B ynaxonue, KONHMCCTBO
ynakoBok, «[lis  cTauMoHapa, WITPUX-KOZ, HOMEP
perHcTpatMoHHON0 YAOCTOBEPEHHUS, «AHTHOKCHAAHTHOE
cpeacteon, «CTEPHIBHOY, «[lpumMensTh N0  HAIHAUCHHIO
Bpauan, YCIOBUA XPAHCHHUS, HOMED CEpHH, CPOK MOJHOCTH,
[OMYCKAETCH HAHECCHHE CPEACTB WACHTHOHKAUMK AN
MOHWTODHHI'A ABHKEHHS NeKAPCTBEHHBIX Npenaparos.

mapxnpoBkoR 00, NeKapCTBCHHAR
dopma,
CITHAMETHATHAPORCHIHPHAKNA
CYKUHHATY, KOBUCHTPALHA, olueM

npenapaTa B MUATHAHTRAX,
KQTHUECTBO amnyn,
«ANTHOKCHAAHTHOE  CPEACTROM,

«Creprnsion, «[IpunciaTy  TIO
WAIHAUEHMIO  Bpaudn,  YCAOBHA
XpaHEHHA, «XpanuTs B
HEAOCTYNINOM AnK aerelt MecTeR,
HOMEP CEPHH, CPOK FOAHOCTH.

Ha noxpoBHO# TUICHKE konTypno#H
suciikopofl  yNaKkosKW  YKaIAHM
HAMMENOBAHHC  (TPONIBOAHTENN,
CTpana, TOprosoe HAWMEHOBAHHE
npenapara ¢ npenynmﬂmcnsnon
mapkuposxoft 00.

Ha nauke yKasans HAWMCHOBAHHE
JOPIIHYECKOTO  /MUa, HA  WMA
XOTOpOTQ BBIIANO
PETHCTPALMOHHOE YAGCTOBEPEHHE,
ero anpec, Tenchon/pake,
TOBApHHA IHaK LWTALA
ApunaiiMuTTeNh Al
HaWMEHOBAHHE  NPOKIBOAKTENA,
ero  aapec. Teneor,  (hake,
TOproboe HAMMEHOBANNE
npenapara ¢ upcm,‘npcnmcamon
mapkuponkaf ®,
«ITHAMETWITHAPOKCHTITHPHAHED
CYKIHHATH, NEKAPCTREHHAA
dopMa,  KORUEHTPBLNA, obnéM
npemapaTa B MWLIHIMTPAX.
KOMHUECTBO amnyn,
A AHTUOKCHIANTHOE CPEfCcTBOM,
«Crepunshon, «[lpumensts  no

HAIMAHEHMIO  BpaNa,  YCNOBHA
XPaNEHHR, cocTas, HoMmep
PErHCTPALHONHOTO

YAOCTOBEPEHMA, «Cnocob

MPUMEHENHA: CM. HHCTPYKIHION,
YCNOBHA ~ OTOYCKA, WTPHX-KOX,
«XpaWHTb B HENOCTYMHOM 1A
neTell MecTen, HOMED CEPHM, CPOK
ropHocTH. HaneceHo  CPeACTEO
HAEHTHOUKALNH A MORHTOPRRTA
ABMKEHHA NEKAPCTBENHBIX
npenaparos.

15. YcnoBus XpaHeH!A H
Mepbl NIPEIOCTOPOKHOCTH

B 3aWMIIEHHOM OT CBETA MECTE MpH TeMnepaType He
puiwe 20 °C.

B 3amuiugHHOM OT CBETa
MecTe TIPH TEMNEpaType He
seiue 20 °C.

16. Cpok roHOCTH

3 rona

3 ropa

32K TIOYeHHE: COOTBETCTBYET TPeGOBAHUAM HA ®CNJIC

Jata soinauu: 24.01 2022

3asenyroumit KAnJl
Hauanpuux OKK

JIupekTop 1o Ka4ecTBy

-001668-100913, uam. Ne 1, usm. Ne2, uam. Ne 3

Cpok roasocTs j0: 12 2024
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.} . . i \// A. C. Bnacosa

-/ A.H. dénoposa

’i/ C. K. Cropuk




000 “Hayuno-Texnonorudeckas $papmauestutieckas gupma “ITIOJIMCAH”
Taspuiihne na peannsaunio Ne 98 v1 27.01.2022

Hanmenosanue MekcHIpHM PACTBOP AJIA BHYTPHBCHHOI0 H BHYTPHMBbIUIEHHOI0
pBederna 50 mr/ma, 5 ma, NeS, Pocenitckan @eltepauns

(Mopma BRITYCK2 amiryia 5 Ma X § (nauKa KapToHHas)

MHH DTHAMCTHIATWAPOKCHIUPHAWHA CYKUHNAT

PY Ne JIC-001668

HopmaTHBHaA AOKYMEHTALMA JIC-001668-100913 u3m.Nel, mam.Ne2, wam. Ne3

Homep cepun 61221

PaaMep cepHH 35503 ynk

KonuuecTso mocne KOHTpona 35438 ynx

Ne AHaNHTHYECKOro nacnopra 1349

Tozxen no 1224

IpeanpuaTue-npoH3BOAHTEND 000 «Hayuno-TexHonorudeckas GpapMauesTHUeCKan Gupma

«ITOJIMCAH», 192102, Poccuiickas Pencpauus, r. Canxrt-Ilerepbypr,
yi. Canoga, A, 72, K. 2, JIHT, A

TpeanpuaTHe-yYIaKOBIIHK 000 «Hayuno-texnonorudeckas GpapMaueBTHYECKAA PupMa
«I1QJIMCAH», 192102, Poccnifckan Denepauns, r. Cankr-HerepGypr,
ya. Canosa, 1. 72, K. 2, THT. A

AHATM3 NPOH3BOACTBEHHOM TOKYMEHTAUMH

Jlocke HA cepHI0 NpoBepeno Ja
Jlocke na ceprio oxobpeno Ha
Kpurnueckue OTKIOHEHHS OTCYTCTBYHOT Ha

Cepns mpousBeeHa ¥ TPOKOATPOIHPOBAHA B COOTBETCTBHH ¢ Anueniuedi Ha NPOM3BOACTBO
JIeKAPCTBEHHEBIX CPeAcTB, TpeboBaAHUAMH PErHCTPALIMOHHOIO 10ChE, TpeGoBaHHAMMH OPraHH3ANHN
TIPOM3BOACTBA H KOHTPO/IS KA9ECTBA IeKAPCTBEHHBIX CPECTR (MpaBiI GMP), a Taxke HHBIMH
TpeGoBaRAAMMN AeiCTBYIOMIEr0 32KOHONATENbLTEA,

Tpoaykikd paspenieHa K peanu3anuu

V0IHOMOYEHHOE JIHLIO 7 o e

HauaneHHK oTAENa Crenanosa M.C.

(ROMKHOCTB) (noamucey) {pacumpporka NOATHCH)

TTonoXeHHE O NHLE, OTBETCTBEHHOM 3a BRINYCK cepHR (YNONHOMOUEHHOM JTHIE NO kauecTBy), nara ys. 11.01.2021




