3A0pOBLA

WMHTenneKT Ha 3auimrte

® NOJINCQH

OBLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbHKO
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Ilpenapart:
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(ammyna) 2 Mt X 5 (mauka KapTOHHAsA)

Jlata uzrotosnenus: asryct 2020 r.

192102, Cankr-Netepbypr, ya. Canosa, 72, kopn,2, /uT, A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

IUKJIO®EPOH® pacTBop 115 BHyTPHBEHHOT0 H BHYTPHMBIIIEYHOI0 BBE1CHHS

P N001049/03

IoxkazaTenn

Tpebopanus HI P N001049/03-091118, nam. Ne 1
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1. Onucanne

IMpo3paunas >KHAKOCTE XENTOrO HBETA
(Buayaneusiii Mmeton, 'O PO¥)

[Tpo3payHad KUAKOCTH
KEnToro useTa

2. [TopnuHHOCTE:
- AKPHAOHYKCYCHAN KHCAOTA

CriexTphl MOFNIOWIEHMA  HCOBITYEMOrO pacTeopa H

pacTeopa

(N-meTwirmoxkamuna) (Turpumerpus, [P PO*)

cpasHeHus (b) B ob6nacth oT 340 a0 450 MM JODKHEL HMETH COOTBETCTBYIOT
MAKCHMYMbl H MHHHM]IN“ npH OJHHX H TEX WEC IJHHEX BOJH
(Cnexrpodoromerpus B ymbTpaduoneTosoit 1 BHaAMMON oGnacTix,
r'd POH*)
Bpems yAepxHBaHWA OCHOBHOTO NHKA Ha XpOMETOrpamMme Come’rcmye'r
HCNBITYEMOTO pacTeopa, NPHrOTOBNCHHONO IUIA KOIH4YECTBEHHOTO
ONpeACNEHNA, NO/DKHO COOTBETCTBOBATE BPCMCHH YACPWHBaHUA
OCHOBHOTO TIHKA Ha XpOMaTorpaMme pacTeopa cpapHenua (b)
(B, T'D PO¥)
- COSAMHEHNA AKPHIOHOBOTO PAIA HcnumyeMmeli pacTBOp, NPHrOTOBNEHHBIH U4 KONMHYECTBEHHOTO CoOTBeTCTBYET
onpeneneHus, HMeeT XapaKkTepHY10 (PHONETOBO-CHHIO
JIOMHHECUCHIHIO
(Busyanshuifi Metoa, I'd POY)
- MEFIIOMHH TIATHO PO30BATO-OPAHKEBOr0 LBETA METTIOMHHA HA XPOMATOIPaMMe
(N-METHAFTIOKAMHH) HCIIBITYEMOTO  PACTBOPA2 MO MOJOKEHHIO, OKPACKE H BENHYMHE [pucyrcreyer
JOJDKHO COOTBETCTBOBATE NATHY
METTIOMHHA Ha XPOMaTOrpaMMe pacTBopa CPaBHEHHA
(TCX, T'® PO*)
3. IlpospauHocTs JomkeH ObITh Ipo3payseM (I'G PO¥) [Mpo3paunslid
4. pH Ot 6,5 no 8,0 (T® PO*, MOTEHIHOMETPHYECKH) 73
5. MexaHHYECKHE BKIIIOYCHHA:
- BHIOUMbIE MEXaHH4eCKHE JlomkeH COOTBETCTBOBATE TpebOBaHMAM CootBercTBYeT
BIUTIOYEHHS (T PO*, BU3yanbHeIH MeTON)
Cpeanee uucno uyactvl, pasmepoM 10 MxM M Gonee He nOMICGHO 10 mxM n 6onee — 91
. THM npeesiats 6000 B 0IHOH aMITy/Ic, CPEJHEE YHCIO YACTHLL PasSMEPOM Ha amny.Jay
i e MERARRNCC RS 25 MkuM ¥ Gonee ne AomxHo nipesrimaTs 600 B onHo# amnyne (MO PoO*, 25 MkM H Gonee - 3
BIJTIOYEHHA Meroz 1) Ha aMmy Ty
6. PoacTBeHHbIE NPUMECH EnuHMgHas HeHAeHTHPHUIHPOBAaHHASA NIPHMECH — 0.02
He Gonee 0,20 % (B2XX, ['® PO*)
Cymma npumeceit — He Gonee 0,50 % (BIXX, I'® PO*) 0,06
7. U3pnexaeMsiii 00bEM, MIT He meHee HOMAHaJIBHOTO (D PO*) 2,0
8. BakTepHanbHbIE SHAOTOKCHHLI, IpenensHoe colepxanue Menee 0,5
ED/Mr akpHaoHYKCYCHOH KMCIOTHI He Gonee 0,5 (D PO*, meron A)
9. CTepHiIBbHOCT IomieH OBITH CTEPHIBHLIM CrepunbHbii
(I'd PO*, METOA NPAMOTO TIOCEBA) CEpHA BHINTYITiCHA N0
napaMeTpamM
10. KonugecTBeHHOE OTIpENEICHHE Or 118 no 131 mr/mi CisHy NOs 124
(axpumoHykcycHol KuCIoTs) (BIXX, [P PO¥)
Ot 87 mo 106 mr/mn C7H7NOs 95

11. YnakoBka

TNo 2 M1 B aMMyNsl K3 KOPHYHEBOTO CTEKNA.

Ha amnyny HaxneHBaloT 3THKETKY CaMOKIEAUIYIOCA.

Tlo 5 aMITyN NOMEILAIOT B KOHTYPHYIO SHEHKOBYIO YNAKOBKY M3 FNEHKH
TIOAHBHHAIXAOPHANOH, KOHTYPHYIO 54eHKOBYIO YIIAKOBKY TEPMOCKIEHBAIOT C
NIEHKOR NoKpoBHOH WM GONMErOR AMOMHHHEBOH KN OCTABINIOT OTKPHTOMR.
1 KOHTYPHYIO A4EHKOBYIO YIAKOBKY BMECTE C HHCTPYKUHEH no
MEIMLHHCKOMY TPHMEHEHHIO TIOMEIIAIOT B MAYKY M3 KAPTOHA.

JLns KOHTPONA NEPBOro BCKPHiTHA GOKOBLIE KIANAHBI NIAYKH MOTYT ObITh
32KICCHB ITHKETKAMH.

flo 2 mn B amnynax u3
KOPHUYHCBONO CTEKIA.

Ha amnyay HaxieeHa STHKETKa
CAMOKIEALIAACH,

5 aMIyn NOMEIUEHE B KOHTYPHYIO
#4eHKOBYIO YRAKOBKY H3 TINEHKH
NONHBHHHIXTOPHIHON,
Kourypnas a4eHKkoBas ynakopxa
TEPMOCKIIeCHE

¢ NEHKOH NOKPOBHOM.

1 KOHTYpHaa sueHixoBas ynakopka
BMECTE C HHCTPYKIMEH N0
IPHMEHEHHIO MOMEIEHa B MAYKY
H3 KapToHa.

Tpebopanra HJl x ymakosxe
cobmonens.
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12. Mapxuposka B coorsercraun ¢ HJI P N001049/03-091118, Tpebosarns HJ{
H3M. Ne | cobmoaens
Haneceno cpeacrso
HACHTHOHKALIHK [UIA CHCTCMBI
MOHHTOPHHTA ABHXCHHS

NEKAPCTBEHHBIX NPENAPATOB.
* - neficTBytouee usnanne [ocyapeTeennoil Mapmakonen PoccHicKkon Denepaunu
3akmouenne: cootsereTByet TpeGosanuam HJ[ P N001049/03-0911 18, nam. Ne 1
Hara Beinaun nacnopra: 28.08.2020 Cpok roanoctn no: 08 2025
. a-Netepbypr |
/ 3asenyrowmit KAnJl Haﬁf;:emcmmiecm; \ 4’2@/ A. B. Cxoxk
apMaLeBTHYECKaR Dvpma
Hauansunk OKK «MNONUCAHY QZ A. H. ®Epoposa
ONA QOKYMEHTOR -
Hupekrop no kauecTBy C. M. Ckopux
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000 "Hayuno-TexHonormueckas dapmaueerTmdeckas $mpma "IOJMCAHR"
PA3BPENEHME HA PEAJIM3ALMD
or 02.09.2020

lpenapaT, bopma BHNYCKa

IMKJIOSEPOH pacTrROp Ins BHYTPUBEHHOT'O M BHYTPUMHIIEYHOI'O BBEEIEHNUS

125 mo/mn, 2 N5, P mncxast denepa TEMH CTexno
Cepus 520820
KonmmM4eCcTBO OO KOHTPOJA 45 207 ynk
KonmuecTBO NOCHe KOHTPONA 45 120 ynk
Bt AganmMTuUUecKOI'O Hacrnopra 814

AHANMUE NPOMBBONCTBEHHOM NOKYMEHTAIMM
Ilocke Ha cepuw NIPOBEPEHO Ja
Iocke Ha cepuio onobpeHo Oa

Kpurtnuecxue OTKIIOHEHUA OTCYTCTBYIOT Oa

Cepua NpoMaBeleHa M NPOKOHTPONMPOBaHA B COOTBETCTBMM C JMUEH3MeHR
Ha [OPOMZBOLCTBO JIEKAPCTBEHHHX CpencTts, TpeboBaHMAMM
peruMcTpauMoHHOTC HIocke, TpeboBaHMAMM OPraHM3aUMM NPOU3BOICTEA U
KOHTPOJIA KaudecTBa JIEKAPCTBEHHHX CpelCTB (npaeui GMP), a Taxxe
MHEMM TpeBoBaHMAMM OeNCTBYKIEI'o 3aKOoHONaTeNIbCTBa.

IpoaykUMsa pa3pelleHa K peanms3aluu

da

YNOoJHOMOYEeHHOe JIMLO CL//
Benyumrit MHXeHEp 10
KayecTBY Crenanoea M.C.
s 7
{HONXHOCTL) {(nonmice ) (pacumdppoBxa nonnucu)

[TojoXkeHUe © JIMUEe, OTBeTCTBEHHOM 3a BHIYCK cepuu ( YIIOJIHOMOUEHHOM
IMue o kKadecTBy), nmaTa yre. 05.12.2019







