VIHTENNEeKT Ha 3aluuTe
300pOBDbA

® NOJINCQH

AnanuTu4decknii nacnopt Ne 964
IIpenapar: IATO®JABUH®, pacTsop A1 BHYTPHBEHHOIO BBeeHHS

OBUIECTBO C OrPAHUYEHHON OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOMHYECKAA ®APMALEBTUYECKAA OUPMA «NOAMUCAH»
192102, Caukr-Netepbypr, yn. Canoea, 72, Kopmn.2, AMT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

Cepus: 12611021 P N003135/01
dopma seimycka:  (ammyna) 10 mx x 10 (mauka xapronHas)
Komauectso: 2900 ym.
Jara m3rotoBnenus: oxtabps 2021 r.
JaHHbIe aHAIHN32
IToxa3zarenn TpeGopanna HJI P N003135/01-220319, n3m. Jlannpre
Ne 1, aam. Ne 2, mam. Ne 3, uam. Ne 4 aHaIH3a
1 2 3

1. Omucaumne

[Ipo3paunan KHAKOCTS KENTOrO NBeTa
(Busyansnsiit Metoa, I'® PO

[Tpo3paunas xuakocTs
*EMTOrO 1IBETA

2. IMopTHHHOCTE:

- puGodnasuna docdar HaTpha CrexTp NOrNomeHUA HCITBITYEMOTO PacTBopa, Cootsercrayer
HPHMIOTOBACHHOID UIA KOJTHYCCTBCHHOMO OHPCMIICHHK,
NOAY4eHHBIH Ha CNEeKTPOGOTOMETPE B KIOBETE C TOMIMHON Cliost
10 mm B o6nacTh ot 300 10 550 HM JODKEH HMETh MAKCHMYMBbI
npu (445+2) uM 1 TipH (37322) uM (CnextpodoToMerphs)
Ha xpomaTorpaMMax HCIILITYEMOTO PACTBOPA JOMKHE
TNIPHCYTCTBOBATL B OCHOBHLIX MHKA, ooonmylom no
- AHTAPHAA KHCNOTa BpEMEHaM YAePKHBAHHA NHKAM HHO3HHA A HHKOTHHAMHIA
- METIIOMHH (cnextpodoTomeTprueckoe acTexTuposanue npu 254 um), u CootaeTcTRy10T
p—— /1B& OCHOBHBIX [THKA, COOTBETCTBYIOMHX N0 BpeMeHam
YACPKHBAHHA NHKAM SHTAPHOH KHCIOTHI B METTIOMHHA
- HHKOTHHaMHA, (pedbpakToMeTpHYECKOE AETEKTHPOBAHHE), HA XPOMATOIPAMMAaX
pacrsopa cpashennd (a) (BOXKX) ;
3. Ipo3pauHOCTh JomxkeH 6biTs npospayssiM (I PO™) Tlpospaansrit
4. pH Or 6,0 o 7,0 (I'® PD°’, noreHnmoMeTpHaecKH 6,7
erp
5. U3pnekaembiii 00BEM, MIT He menee nommnansHoro (D POY) 10,0
6. MexaHHYeCKHe BRIIOYEHHA
- BUITHMBIC MEXAHHYCCKHE BXTMIOMEHNT JlorpKeH cOOTBETCTBOBATH TPEOOBAHHAM CootsercrByer

= HEBUOHMBIC MEXAHHYCCKHE BKILIOUCHHA

(I'd PO’, BusyansHsii)
Cpennee wHCIO YacTHIL pasMepoM 10 Mkm # 6osee HE JOIMKHO

10 MxM 4 Gonee — 18

npessimars 6000 B oHOH amiyzie, & cpeatee YHCNO YacTALl Ha aMmyny
pasmepoM 25 MxM u Gosiee He 10mKHO npeBwiuaTs 600 B omHoMR 25 MkM™ u Gonee - 0
amnyne (I'P PO, meTon 1) HA aMITyJTY

7. PoncTeeHHble IpHMECH:

- FHMIOKCAHTHH, I'YaHO3HH CyMmapHoe conepxkaHue He Gonee 3,0 % ot 0.4
HOMHHAJILHOTO COAEPKaHAA HHO3HHA (BIXX)

- HHKOTHHOBasA KHCIOTA He Gonee 3,0 % oT HOMHHAIBHOTO COAEPKAHNS 0,1
HUKOTHHAMHAA (BYXX)

- HeHAeHTH)HIIHPOBAHHEIE IPHMECH CyMMapHOe COAEpKaHue OT CYMMBI Iulomaneit 0,07
MUKOB HUKOTHHAMKA U HHO3HHA HE N0JIKHO
npeBsimath 2,0 % (BIXKX)

- moMHGIaBHH He Gonee 0,20 % 0T HOMHHANBLHOTO CONEPKAHUS 0
pubodnasuna docdara HaTpusA (BIKX)

8. bakTepHaNbHbIE IHAOTOKCHHBI TpenensHoe conepxkatue ve Gonee 17,5 E3/Ma Menee 17,5

(I'd PO’ meton A)
9. CrepunsHOCTB JlomkeH OBITh CTCPHILHBIM CrepunbHsiit
(T'® PO", meton memOpanHoH dunsTpaunn)

10. KonyecTBeHHOE ONpenesieHne ot 0,0018 xo 0,0022 r/ma CisH20NsNaQOoP 0,0019
(pu6odnasuna docdara HaTpua)
(Cnextpodoromerpusn)

) ot 0,090 a0 0,110 r/mn C4HsO4 0,099
Y (auTapHoii kucnoTel) (BDXX)

ot 0,1485 no 0,1815 r/mn C:Hi7NO:s 0,1621
(Mermomuna) (BOXX)
ot 0,0180 o 0,0220 r/mn CioH12N4Os 0,0195
(uHo3nHa) (BOXKX)
o1 0,0090 xo 0,0110 r/ma CsHsN20 0,0098
(nuxoTHHaMKAA) (BIXX)
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11. Vnakoeka [To 10 Ma B aMNy/ILI KOPHYHEBOTO CTEKA. Mo 10 mn 8 aunyzax
2 KOPHYHEBOIO CTCXIIA.
Ha amnysry Hak/1enBalOT ITHKETKY CAMOKJICHILYIOCH. Ha Aunyny s
[No 5 amnyn moMeNalOT B KOHTYPHYIO A4eHKOBYIO ITHKETKA CAMOKNTEXIIASCE,
YNaKkoBKY H3 IIEHKH nonumepHoi. Koutypuyio Tlo § ammyn nometeHs 8
A4eHKOBYIO YIIAaKOBKY TEPMOCKJICHBAIOT C MNEHKOH W“‘:‘;Y”
NOKPOBHOH K QoNbroi AMOMHHMEROM, WK OCTARNAIOT ’mmﬁ:’ﬁ_ﬂﬁom“
OTKPLITOM, meHKoBaR ynaKosxa
1 unK 2 KOHTYpHBIC F4¢HKOBBIE YITAKOBKH BMECTE C “PMW:HW mnésnKoR
NOKPOBHO
HHCTPYKUHEH 110 NPAMEHEHHIO IOMELIAIOT B KAPTOHHYIO 5 ety o G
naviKy. YNAKOBKH BMECTE ¢
Jlns KOHTPOAS MEPBOTO BCKPHITHA GOKOBbIC KIanaHb! HHCTPYXUMeiE 11O
nayku MOryT ObITh 3aKNEEHB! € ABYX CTOPOH ITHKETKAMH W‘::"’";‘:’"‘“‘"“ *
HIH TEPMOCKJICEHBI. i
12. MapkupoBka 1) TepBrUunAN YNAKOBKA 1) Mepaiunaz ynasosxa.
Ha aMnynax Ha caMoxIesueiics ITHKETKE YKa3hIBAIOT: mﬁ%"": m“"‘“‘"“:?m
TOBAPHBIH 3HAK NPOH:BOANTEIA, TOPIOBOE HAMMEHOBAHHE RPOIBONHTENR, TOPrOBOE
NCKAPCTBEHHOTO MPENApPaTa ¢ NpexyNpeAHTENHOH xap L
mapxuposkoit ®, 06béM B MUUTHIHTPAX, CONCPAaHHE A S (s
JEACTBYIOWMX BENIECTS, HOMED CEPHH, CPOK IOJHOCTH, MHMIHARTPAX, CONEPRRHME
NEKApCTBCHHYIO (OpMY, JOMycKaeTea HateceHHe (hapmakoaa ACHCTSYIOUINR BEUICCTS, HOMED
HIIH TEXHONIOTHYECKOH METKH. e e
Ha aMmynax IomyckacTca HanHYHe UBETHBIX KONeLL 2) Ipomexyrownas ynaxonka
2) MpomexyTounas ynakoBka Hucisoce sasposnoll yowan
Ha nnénxe nokpoBHOR yKa3HBAKOT TOBAPHLIA 3HAK 3 gm yroRxs
npouaponHTena. Ha donere amoMHHHEBOR YKa3LIBAIOT: Ha nasxe yKASAHM: HAKMEHOBAHHE
TOBApPHbI# 3HAK MPOH3BOIHMTENA, HOMEP CCPHM, CPOK NOAHOCTH. MPOMSBOLMTERS, rowmd
3) Bropuunas ynakosxka i o s
Ha navuke yKassiBaioT: HAHMEHOBAHHE NIPOHIBOIHTEIA, Ero ® 1 rpynnHpoBOUHOS
TOBapHLIH 3HAK, Anpec, Ten./(aKe, TOPropoe ¢ ACKART
npeynpeanTent ol Mapkuporkol ® U rpynnupoBouHOe i s gt 7 s i
HAMMEHOBAHMSA IEKADCTBEHHOTO NPENAPATa, NEKAPCTBEHHYIO COCTAB, YONOBHS XPAHCHIA,
dopmy, o0sEM npenaparta B MHITHAHTPAX, COCTAB, YCJOBHA lpnuentm, 00 BasERCHAI0
XpaHeHHA, «[IPHMEHATS N0 HA3HAYCHHIO Bpayuay, «XPaHHTS B x‘;“; mem!: IR
REAOCTYTHOM Ann eTek mecte!s, «CTEPUIIBHO,, ycnosua «CTEPHJIEHO», ycnonsin
OTTIYCKa, C10co6 NpHMEHEHHH, HOMEP PETHCTPALHOHHOIO ormycka, cnocob mpisesesi,
YAOCTOBEPEHHA, HOMED CEPHH, CPOK TOAHOCTH, KOTHYECTBO e s et
amMnyn B ynakosxe, wrpuxosoit koa EAN-13, dapmaxon urTphoxosof xon EAN-13,
papmaxon (pharmacode),
(pharmacode), rpadyrieckoe H30Gpmxenne ammyns B, Tpibisernos it
[HKTOrpaMMbi, PaciiH(POBKA MHKTOTPAMM aumui. HKTOrpAMME,
pacuIH(pORXE NHXTOrpaMM
«. nexapcreensas dopma PACTBOP 1A .
“« NEKEPCTBEHHAR Mﬂl
BHYTPUBEHHOI'O BBEJJEHH I», PACTBOP 11
HYTPHBEHHOTO
« : cnocol npumenenns BHYTPMBEHHO KAITEJIBHO B gﬁﬁmam,
PA3BEJIEHHH»,
aw AE « : cnocoll MpHMeReHHE
« ™ mthapmakoTepane sTHYeckas rpynna [TPOYHUE gﬁmrm&mo KANE/BRHO B
TTPETIAPATSI [U151 IEYEHU A 3ABOJIEBAHUIA HEPBHOH R
CHCTEMBI». « W ® HAPMAKOTEPANEETIHIECKAS
” rpynna [TPOUME ITPETIAPATSI
TlonycKaercd HAHECEHUE CPECTS HASHTHOHKAIMH 1K CHCTEMBI | JULA TEYEHHA
MOHHTODHHIA JABHKEI1HA NEKAPCTBEHHAIX NPENAPETOs. 3ASOJIEBAHHH HEPBHOR
CHCTEMBI»,
Hanecenue
HASHTHUKAUHN 118 CHOTEMB
MOHHTOPHHIE ABHASHAR
nexapcraensux npenapavos. |
13. Xpanenne B 3amuineHHOM 0T CBETa MECTE MPH TEMIIEPATYPE HE B saupnnensom ot ceera

Bemne 25 °C.

MECTC NPH TEMOCPATYPE HE
suime 235 °C.

14. Cpox rogHoCTH

2 roaa

2 roaa

*- nelicTByrolee H3nanue [ocynapcteenHoi ®apmakonen Poccuiickoii Menepatnu
3axmoyeHHe: cooTBeTcTRyeT TpeboBanuamM HII P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,

u3M. No 3, uam. No 4
Jlara meinaun nacnopra: 13.01.2022

3asenyrowuit KAuJI
Hagansnuk OKK

JIMpeKTop Nno KauecTBy

Cpok rogroctu no: 10 2023

HWHC-K0-2000-0160 «KouTposs npousseaenHol nponykimu», sepcus 10, Jlata peenenus: 10.03.2021
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00O “Hayuno-Texnosornueckas papmauesTHyeckas gpupma “IIOJTUCAH”

Pa3pentenue Ha peammsannio Ne

HaumeHnoBanue

@opma BHITYCKa

MHH

PV Ne

HopmatusHas fokyMeHTanus

Homep cepau

PasmMep cepun

Konuyectno nocne KoHTpoas
Ne AHANUTHYECKOTO NACHOpTa
T'onen no
TIpeanpuaTHe-NPOR3BOANTENb

IlpeanpusTae-ynakosumux

00000036 or 18.01.2022

HHTO®JIABHH pacTsop A1s BHYTPHBeH#oro BBegenns 10 ma Nel0,
Poccniickan ®enepanng

ammyna 10 ma x 10 (nauxa xapronuas)

Huoznu+HukorunavMun+Putodaaeua+SANTapHas KHCI0TA
P N003135/01

P N003135/01-220319 wam. Nel, nam. Ne2, msm. Ne3, mam. Ned

12641021

2 900 yux

2 862 ynk
964
10 23

000 «Hayyno-Texnonornveckas (papMalesTH ecKas ¢upma
«[IOTHCAH», 192102, Poccniickas ®enepanns, r. Cankr-Terepypr,
yi. Canoga, a. 72, K. 2, IHT. A

000 «Hayuno-rexnojornieckas GapmauesTuueckas dupma
«[1OJIHCAH», 192102, Pocchiickast Menepanns, r. Cankr-ITerepGypr,
¥a. Canosa, . 72, k. 2, J6T, A

AHa/143 NPOHIBOJCTBEHHON HOKYMEHTANNH

Hocke ua cepuio nposepeno Jda
Jocke na cepuio oxo6peno Ha
Kpuruqeckne 0TKIOHCHHS OTCYTCTBYIOT Ha

Cepnsi npousBe/ieAa H IPOKOHTPOIHPOBANA B COOTBETCTBHM ¢ JIHIeH3wel na HPOU3BOACTBO
JIEKAPCTBEHHBIX CPEACTE, TPeGOBAHAAMH PerHCTPALHOHHOIO X0Che, TPeGOBARMSIMHE OPraHH3aNNH
HPOH3IBOICTBA H KOHTPONR KAY€CTBA JAeKAPCTBEHHLIX cpencTs (npaBua GMP), a Takke nubIMH
TpeGOBARHAME XeHCTBYIOWIEr0 3JAKOHONATeNLCTRA.

Hpoxyxnus paspemrena k peannsanun e ™ Ia
YIOIHOMOYEHHOE THIO {
Hauanenuk oraena , Crenanosa M.C.
(10/mKHOCTB) (moamuce) / (pacmndpoBKa NOAIHCH)

Honowenne o mune, oTBETCTBEHHOM 33 BRIYCK cepnH (YTOAHOMOYERHOM IHIle [0 KayecTsy), mata y1a. 11.01.2021







