CnenudukKanus NPpoAyKTa

«ButamuH B3 (Hukorunamupa) 98,5%»

HanmeHoBaHMe Cnenudukanus H/I, MeTOA aHa/IU3a
NoKasareJis
KadecTBa

OnucaHue Besiblil KpUCTa/IMYeCKUM TOPOLIOK UJIN BusyasbHO
rPaHyJIMPOBAaHHbBIM NOPOLIOK

Bkyc/3anax be3 3anaxa uiu ¢ csiabbIM 3an1axoM, OpraHoJsienTU4YeCKH
CBOWCTBEHHBIM IPOAYKTY, C TOPbKUM BKYCOM

UpentTudukanus UK- u CD-cneKTpbl AOTKHBI H/l npeanpusartusa, USP

COOTBETCTBOBATh CTAHAAPTY
Y@ noryonenue = 0.63 ~ 0.67 (A245/A262)

<197K>, USP <197U>,
Ph Eur 2.2.24

Copeprxanue, %

98,5~ 101,5%

USP “Nicotinamide “

PacTBOpuUMOCTBb PacTBOpUM B BOJie U CIIUPTeE H/l npeanpusaTusa
BHemHuM BU/, [Ipo3payuHbIli, OKpacKa pacTBopa He Ph Eur 2.2.1,
pacTBopa VHTeHCHMBHee Y7 Ph Eur 2.2.2 meTop 11
Jlerko [To okpacke He fosnkeH npesbiliaTh PactBop | USP <271>
KapOOHU3UpyeMble A

BellecTBa

[loTepst B Macce npu He 60see 0,5% USP <731>
BBICYLIMBAaHUH, % Ph Eur 2.2.32

pH (5% p-p) 6,0~75 Ph Eur 2.2.3
Temneparypa 128 ~ 1319C USP <741>
1aBseHud, 9C Ph Eur 2.2.14
3oJ1a, % He 60uiee 0,1% USP <281>
TsKesble MeTaJIIBbI, He 60s1ee 30 ppm USP <231>

ppm Ph Eur 2.4.8

YcnoBuga XpaHEeHHUA

XpaHUTB B CyXOM, 3alllMILeHHOM OT CBeTa MeCTe, B FepMEeTUYHO-
3aKpbITOM YIIAKOBKE, NPU TeMIepaType He Bbille 25°C

CpOoK rogfHOCTH

3roaa

YnakoBka

BHYTpeHHHH YIIaKOBKa - ,E[BYXCJIOI‘/JIHbIe MeTaJlJIN3UPOBAHHbIE, NJIN
[JIACTUKOBBIE ITAKETHI, BHEITHAA YIIAKOBKA — 00YKH




CaHI/ITapHO-I‘I/II‘I/IEHI/I‘-IECKI/Ie IMNOKa3aTeJIn Ka4eCTBa ChbIPpbA

JloJKHBI cooTBeTcTBOBaTh TpeboBaHUusAIM TP TC 021/2011 (TexHu4yeckuii perjiaMeHT
TamokeHHOTrO0 col3a 0 6e30MaCHOCTH NUILLEBOM NPOAYKIHMH), @ TAKXKe HOPMaTUBaM K
pPacTUTEeNIbHBIM 3KCTpaKTaM M cbipbio no Canllun 2.3.2.1078-01

HauMeHOBaHue noka3artensa™ ‘ Cnenudukanus ‘ H/l, HopmaTHUBbI
Tsxesnble MeTasbl (B Mr/Kr, He 6oJiee):

CBuHel 5,0 TP TC021/2011
Kagmun 1,0

PtyTb 1,0

MBIIIBAK 3,0

XnopopraHuyecKue coeIMHeHHUS:

['XUT (41 ero usomepni) 0,1 TP TC021/2011
JT v ero MeTaboJUTHI 0,1

['enTaxsiop OTtcyTcTBUE

AnppuH OTtcyTcTBUE

PasvoakTuBHbIe HYKJIenab! (B Bk/Kr) :

lle3uii-137, Bk/kr, He 6oJ1ee 200 (Cs-137) Canllun 2.3.2.1078-01
CtpoHuuii-90, Bk/kr He 6oJiee 100 (Sr-90)

Mukpobuosioruieckas YMCTOTa:

KosinuecTBO Me30pUIBbHBIX a9POOHBIX U TP TC021/2011
baKy/JIbTaTUBHO aHA3POOHBIX

mukpoopranusmos, KOE/r, He 6oJ1ee 5,0-10%4

[lnecenu u apoxcku, KOE/r, He 6osee 100

E.coliB1,0T OTCYTCTBUE

BI'KII (konudopmei), B 0,1 1 OTCyTCTBUE

[laToreHHsle, B T.4. caJibMOHeJbl, B 10,0r | oTCyTCTBHE

* [lng npoBe/ieHUs aHa/IM3a llepevyrCceHHbIX TIoKa3aTesed KayecTBa UCI0Jb3yeTCs
HopMaTuBHas fokyMeHTanus (MYK, 'OCT wau fp.), yTBepKeHHas JJis IPUMeHeHuUs Ha
Tepputopuu PO.

** [IpoyKT npeiHa3HAYeH /JIs1 IPOMBILIJIEHHOI0 UCII0JIb30BaHUS U He MOJJIEXXUT peain3aluu
HaceJIEHUIO Yepe3 PO3HUYHYIO CETh.

*** He aB/1sieTCs JIeKapCTBEHHbBIM CPEJICTBOM.



