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OBLUECTBO C OFPAHMMEHHOM OTBETCTBEHHOCTLI)

«HAYYHO-TEXHONOTUYECKAA QAPMALEBTHYECKAA OHPMA «TOJTACAH»

AnajaTHyeckni nacnopt Ne 420

192102, Cankr-NeTepbypr, yn. Canosa, 72, Kopn.2, nuT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

[Mpenapar: IIMKJIO®EPOH® Tabierku, noKpbIThHIe KHIEMHOPAcTBOpUMOoil o6osouxoii 150 mr

Cepus: 550520
®opma Beimycka: (xoHTypHas sueiikosas ynakoska) 10 x 1 (nauka kapToHHas)
Konunuecrso: 112510 yn.

JHara wsrotoBnenna: Mai 2020 r.

Jannblie agaan3a

P N001049/02

IoxazaTens TpetGosanna HI P N001049/02-081018, H3m. Ne 1 Jlannble anannia
1. Onucauune Kpyrisie ZBOAKOBBINYK/IbIC TAONCTKH XKENTOrO LBETA, NOKPLITHIC Kpyramie aBOAKOBBINYKABE
KHinewHopacTeopumoit ofonoukoii. Ha nonepeunom paspese sapo sxémroro TaGueTiH RKEATOro useTa,
upera NOKpHITHE
KHLIEYHOPACTBOPAMO#H
(Bisyansusifl, [® P®*) oBonouxoit. Ha nonepeunom
paspese sapo xENTOro useTa
2. TTomIHHAOCTS:
- AKPHMIOHYKCYCHAS KHCIOTA CriexTphl NOrNOLIEHHSA HCTILITYEMOTO pacTBOpa W pacTBopa cpasHenns (b) B COOTBETCTBYIOT
o6nactu oT 340 10 450 HM JODKHBI HMETh MAKCHMYMBbI M MHHHMYMBI TIPH
OJHMX H TeX e JHHax BonH (CnextpodoToMerpus)
Bpems yIepKHBAHKS OCHOBHOTO NTHKA HA XPOMATOTPAMME HCTIBITYEMOrOo
PacTBOpa, MPHIOTOBNCHHOTO U4 KOTHYECTBEHHOTO ONpeAeeHH , J0/DKHO CooTBeTcTBYET
COOTBETCTBOBATH BPEMEHHU YACPKHBAHUS OCHOBHOIO TIHKA Ha XPOMATOrpaMMe
pacTsopa cpasHenus (b) (B3XKX)
- MEDJIIOMMH TTaTHO PO30BATO-OPAIKCBOrO LIBCTA METIOMHMHA 1A XPOMATOTPaMMe
(N-METHITIOKaMHH) UCIBITYEMOTO PACTBOPA 110 MONOMKEHHKY, OKPACKC M BEXTHYMHE IOMKHO CoorsercTByeT
COOTBETCTBOBATS NATHY METIOMHHA HA XPOMATOIPaMME PAcTBOPA CPABHEHHA
(TCX)
3. PacTBopenue 1-4 crammsa — ve Gonee 10 % akpUIOHYKCYCHOM KHCIOTHI 33 60 MHH 0
P aKpi Y
2-g ctaaus — He MeHee 70 % (Q) akpuaoHy KCyCHOM KMCA0TH 32 45 MUH 99-100
(I'd PO*, CnexrpoporoMerpus B YO u BuauMoi obnacrax)
4. PoacTBeHHbIE IPUMECH EnuHnyHas HeuacHTHHUMPOBaHHAS NIpHMech — He Gonee 0,20 % 0,02
(B2XX)
Cymma npumeceii — ve Gonee 0,50 % (BOXKX) 0,05
5. Muxpobuonornyeckas Kareropus 3A
e (TD PO*) CooTBETCTBYET
6. OIHOPOOHOCTb AO3HPOBAHUA Joaxen cootpeTcTBOBaTh TpeGoBanuam (['d Pd*) CooTBeTCTRYET
AV=50
7. KonuuectBenHoe
OnpeJeeHne:
- aKPHAOHYKCYCHas KHCJIOTa Or 142,5 mr ao 157,5 mr CisH1tNO;3 (akpHI0HYKCYCHOM KHCTOTHI) B 1433
Tabnetke (B3XX)
- MEMTIIOMHH O7 131,4 mr 10 160,6 mr C7HizNOs (Mermomuna) B Tabrerke 146,7
(N-MeTHNTTIOKaMHH) (THTPHMETDHA)

8. YnmakoBka

[1o 10 nnu 20 TabneTok B KOHTYPHYIO A4CHKOBYIO YIIAKOBKY H3 [IIEHKH
NONUBHHWIXNOPHAHOH B DOBTH AMIOMHHHEBOH 1A YNAKOBKH,

1 KOHTYPHYKO AUcHKOBYIO ynakopky no 20 TabneTok, 1 HilH 5 KOHTYPHBIX
A4cHKOBBIX YTIaKkoBoK Mo 10 TaGAeTOK BMECTE ¢ HHCTPYKUMEH NO
MEIHLIMHCKOMY TIPHMEHEHHIO NOMELIAIOT B NAYKY M3 KapTOHA.

JUs KOHTPOJIA NEPBON0 BCKPBITHA GOKOBLIE K/IANaHbl NAYKH MOTYT ObITh
3aKJICEHE! ITHKeTKaMH, [1aukn MoryT OBITE CrpynnHpoBaHbl B Ganaeponn
Tepmoycagounoit mnéHxoi. [Tauxn wim 6aHaepon NOMENIAOT B FPYNNOBYIO
Tapy.

[Mo 10 raGnetok B xoHTYpHOH
AYEAKOBOH YNAKOBKE H3 ILIEHKH
NOMHBHHHAXNOPHAHOR H PoabrH

ATOMHHHEBOI 114 YTTAKOBKH.

1 xouTypHas suelikoras
ynaxoska no 10 tabnerok Bmecte
¢ MHCTPYKUMed no
MENHUHHCKOMY NPHMEHERHIO
MOMELICHA B NA4KY H3 KapTOHA.
Tpebosauns HJl cofmoaens:,

9. Mapxwuposka

B coorsercteru ¢ HJL P N0O01049/02-081018, HMam. Ne |

TpeGosanus coGMOACHEL.
HaneceHo cpenctso
HASHTHOUKALIME SN CHCTEMBI
MOHHTOPHHIA JABHXCHAA
JIEK. HHBIX napaToB,

* - neficTeytowiee uspanue 'ocyaapersendoll Papmakonen Poccuiickoit Pepepannu
3axmoueHue; cootBercTByeT TpeGosanuam HJI P N001049/02-081018, Ham. Ne 1

Hara Beinauu nacriopra: 19.05.2020

/ 3apenytonmii KARJI
Hauansunk OKK

HupekTop no kauecTsy

MHC KO 2000 0160 «Korrpon, npoinpeaeinioit npomyiiunns, pepons 2. Jlata npogenur: 05.11.2018
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000 "HayuHo-TexHONOIrMueckas bapMaunermiueckas dupMa "HOMMCAH"

PA3PEIEHME HA PEAJIM3ANIVIO

or 20.05.2020

[Ipenapar, ¢opma Brnycka

OIMKIIOPEPOH® rabneTxy, HOKPHTHE KIMIeYHOPACTEOPHMMON oBomouxoit 150 mr

B 10 Poccurickas Penepanus

Cepua 550520
Komumuecrso no KOHTpOJNA 112 510 ynk
KomnmyecTro nocne KOHTpONA 112 457 ynk
B AHanuTMueckoro rnacnopra 420

AHanus IPOMSBOXCTBEHHOMN HDOKYMeHTanmum
Hlocke Ha cepuo IpOBEpPeHOo da
Hocke Ha cepuio onobpeHo da

Kpurrueckue oTKIOHeHUS OTCYTCTBYIOT da

Cepua npomssenmena u [IPOKOHTPONIMPOBAHA B COOTBETCTBUM o JIMLIeH3MeR
Ha NPOM3BOACTBO JIEKAPCTBEHHHX Cpencre, TpefoBaHMAMU
PeIMCTPAaUMOHHOTO IOChe, TpeBoBaHMAMU OpTaHM3auMM MNPOM3IBOOCTEA M
KOHTPOJIA KadecTBa JIeXapCTBEeHHEY CpencTB (nmpaBmi GMP), a maxxe
MHEMU TpeGOoBaHMAMM IeiCTBYWeTo 3aKOHONAaTENBCTEA .

Iponykums paspeweHa x reanmulanun da

YIIOJIHOMOYEeHHOe JIML0

HavaneHMK oTnena Qé;/ Kyzbpmmua E.H.

(DomxHOCTD ) {nmonmumes) (pacumdpporka nommicu)

lNonoxenne o mmue, orsercrEenHoM 38 BHINYCK cepui ( YNOJIHOMOYEHHOM
JMlie Nno KayecTBY), mata yrs. 05.12.2019



