WHTenneKT Ha aawmure

3fopoBbA

® NOJIMCQH

OBWIECTBO C OTPAHUNEHHOW OTBETCTBEHHOCTBIO

«HAYYHO-TEXHOJIOTMYECKAA GAPMALIEBTUYECKAA ®UPMA «NTOJIMCAH»

AHaaHuTHYecKHH macnopt Ne 18

192102, Cankr-Nerep6ypr, ya. Canosa, 72, Kopn.2, MUT.A,
Ten.: 812 710 8225, ¢axc: 812 764 6284, e-mail: info@polysan.ru

Mpenapar: MAKJIO®EPOH® Ta6/1eTkH, NOKPbiTHIC KHMeTHOpacTBopEMOl obosi0uKoii 150 mr

Cepus: 1741219 P N001049/02
DopMa BBIITyCKa: (xoHTYpHas suetikoBas ynakoeka) 20 X 1 (mauxa KapTOHHas)
Konuuectso: 55829 yn.
Jara mrorosnenna: aekabpb 2019 r.
JlaHBbIe anANA3A
Iokazarens TpeGopaunnn HJI P N001049/02-081018, H3m. Ne 1 JaHHble aHANH3A
1. Onucanue Kpyraibie ABOAKOBHITYK/INE TAGNETKH HXETONO LBETA, NOKPHTHC Kpyrmsie amosxosuimymic
KHIIEYROPacTBOpHMoOi oGonouxoii. Ha nonepeunoM paspese anpo xETTOro TaneTxcu aémrroro useta,
uBeTa DOKDITHE
(BmyansHuifi, 'O PO*) Em"' oy g
Paspese aapo WENTONO LBETA
2. ITonmHHOCTS: Crexpn
& NOrNOMEHHA HCTLITYEMOTO PacTBOpa H pacTeopa cpasnetnd (b) B OOTBETCTR
SEFRESETRa/sRRt o 06nacTH ot 340 10 450 HM JODKHB! HMCTh MAKCHMYME W MHHHMYMBI TIpH c yiot
OZIHHMX H TeX X¢ THHAX BONH (CnextpodoTomMeTphs)
Bpens yacpxHBAHHE OCHOBHOIO MNHKA HA XPOMATOTPAMME HCTINTYCMONO
PacTBOpa, NPHIOTORIEHHOTO VI KONHUECTBEHHOIO ONPEAC/ICHHA, AODKHO CoorsercTBYET
COOTBETCTBOBATE BPEMCHH YACPRKHBAHHA OCHOBHOTO ITHKA HA XPOMATOTPAMME
pacTeopa cpasreri (b) (B3XX)
- METTIIOMHH TATHO PO30BATO-OPAHIKCBOID LIBCTA NCI/IOMHHA HA XPOMATONPAMME
(N-MeTHIrIOKAMHH) HCTIHTYCMOTO PACTBOPA N0 NONICKCHHIO, OKPACKE H BETHIHHE AOJDKHO CooTBercTBYET
COOTBETCTBOBATS MATHY METIOMHHA HA XPOMATOTPAMME DACTBOPA CPABHCHHA
(TCX)
3. PactBopenne 1-a cranus — He Gonee 10 % axpunoHykcycHol KHCIOTH 3a 60 MuH 0
2-3 cramms — He MeHee 70 % (Q) axpHAOHYKCYCHOM KHCIOTH 38 45 MHH 100
(I'd PO*, Cnexrpodoromerpus B VO u BuauMoit o6nactax)
4. PoncTeeHHEIC PHMECH Enunuranas HeHIeHTHOHIMpoBaHHad NpuMecs — He Gonee 0,20 % 0,04
(BOXX)
Cymma nprmeceit — He Gonee 0,50 % (BIXX) 0,06
5. Muxpobronormgeckas Kareropus 3A
THCTOTA (T PD*) CooTtsercTBYET
6. OmHOPOAHOCTH NO3HPOBAHHAN JlomkeH cootBeTcTBOBaTH TpeOoBanHaM (I'D PO*) CooTsercTBYeT
AV=3.0
7. KomagecTBeHHOE
oTpeseNeHHe:
- aKpHIOHYKCYCHaA KHCNOTa Or 142,5 mr 10 157,5 mMr Ci1sHiNOs (axpHAOHYKCYCHOH KHCIOTH) B 146,2
Tabnerxe (BOXX)
= METTIIOMHH Or 131,4 mr no 160,6 mr C7H17NOs (Mermomuna) B Tabnerke 146,9
(N-MeTHITIHOKaMHH) (THTpHMETpHA)
8. YnakoBka ITo 10 i 20 TabneTox B KOHTYPHYIO A4CHKOBYIO YTIAKOBKY H3 IUIEHKH Tlo 20 TaGnerox s xouTypaok
NONMMBHHWIDXNOpHAHOR H GONLIH AMOMHHHCBOM ANA YNAKOBKH. waefixosoll ynaxosxe i3 i
1 KoHTYpHY10 sHciiKoBYIO YnakoBKy no 20 TabneTox, 1 HIH 5 KORTYpPHBIX NONHBRHATXAOPERAHOH B (o
suelikopbix ynaxosok no 10 Tabnerox sMecTe ¢ HHCTpYKunel no AMOMHAREROH ANA YIAKOBKH,
MEHLMHCKOMY NMPHMEHECHHIO NOMEMAIOT B NaYKy H3 KapTOHa. 1 xOHTYpHAs fuciixonan
Jins KOHTPO/NA NEPBOTO BCKPHITHA GOKOBHE KIANAHH NAYKH MOTYT GRITH ynaxosxa no 20 TaGnerox suecte
38K/KCCHB THKETKAMH. [1aukH MoryT GbiTh CrpynmHpoBansl B 6aHAcponH ¢ HECTpyxIp#eil nO
Tepmoycanousoft mnerxolt. IMauxs Wi GaHACPOIH NOMEMAIOT B IPYNNOBYIO mm
Tapy. TpeGoramas HJl coSmonern.
9. MapxupoBka B coorserctaun ¢ HII P N001049/02-081018, Ham. Ne 1 CootsercTByeT

* - neficryromee mfanne I'ocynapeteennolt ®apmakonen Poccniickolt ®enepamym
3akmo4cHHE: cooTBeTcTRYeT TpeGoBanmam HJI P N001049/02-081018, Ham. Ne 1

Jara Beigaum macnopra: 20.01.2020

3aseayromuii KAnJI

Havansank OKK

JIHpEKTOp MO Ka4ecTBy

CawxT-MNetepbyp ‘ﬁ
HavtHo TeXHONOrH e aT
GarMIALSETHHHC 2R DDA
«MMONACAH»
s GOKYyMeHTOR

HHC-K0-2000-0160 «KoHTpons npousseacHHoMH npoxyximm», epchs 9. Iata psencuns: 05.11.2018

Cpoxk rognoctu no: 12 2021

C. H. Cxopuk




000 "HayuHO-TexHONOIMuUeCKAasST bapranesTueckasn bmpMa "IIOJIMCAH"

PASPENIEHME HA PEAJIM3ALMI

or 24.01.2020

[lpenapaT, ¢opMa BHOycKa

OMKJIOPEPOH® Tabnerxm, IIOXPHITHE KMIeYHOPACTBOPMMOX oBonoukoi 150 mMp
M 20

Poceuitickast ®enepanms

Cepusa 1741219
KommuecTBO IO XOHTpOMS 55 829 ynk
KonmmuecTso nocne koHTpong 55 798 ynx
B AnamuTuYecKkoro nacrnoprTa 18

AHanns NPOMSBONCTBEHHON ROKYMEHTALMM
Hocke Ha cepumo NpoBepeHO Ia
llocbe Ha cepunw onobpeHo da

Kpnruueckye oTKIOHeHUS OTCYTCTBYIOT Oa

Cepusa mnpousBeleHa U OPOKOHTPONIMPOBAHA B COOTBETCTBUM C JIMIUeH3Mell
Ha TNIPOM3BOACTBO JIEKAPCTBEHHHX CPencTB, TpeGoBaHMAMM
PeTUCTPAUMOHHOIC NOCke, TpeBOBAHMAMM OpPTaHU3ALMY NPOU3BONCTBA M
KOHTPOJA Ka4YecTBa JIEKAPCTBEHHHX CpencTs (npaBma GMP), a raxxe
VMHEMM TPeOOBaHMAMM NEeMCTBYHWErO 3aKOHOMNATENbCTEA.

[lponykums paspemexna k pPeausauuM Oa

YnosnHoOMOYeHHOe JIUILO

Benyumit uMHXeHep no
KadyecTBYy CrenaHoBa M.C,

{(OOIXHOCTE ) {(onnyuce) (pacmmdpoBxa nomnmcu)

[lonoxexue o nuue, OTBEeTCTBEHHOM 3a BEIIYCK cepuM ( YNIOJHOMOYEHHOM
JmMie no kadecTBy), naTa yre. 05.12.2019




