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OBLUECTBO C OFPAHWYEHHOW OTBETCTBEHHOCTBIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTUMECKAA GUPMA «NONHCAH»

Ananaravyecknii nacnopr Ne 299

192102, Canxr-Netep6ypr, yn, Canosa, 72, kopn.2, aut. A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®polysan.ru

Mpenapar: IHKJIO®EPOH® pacTBop A/18 BHYTPHBEHHOT0 H BHYTPHMBIIIEYHOTO BBEICHHS

125 mr/mn
Cepus: 130320
@opMa BHITYCKA:
Komagectso: 45526 yn.

aTa H3roToBJeHAd: Mapt 2020 .

(ammyna) 2 M x 5 (maguxa xapToHHas)

P N001049/03

- HCBHIHMBIC MEXaHHIECKHE
BKIIOYCHHA

npepmars 6000 B OTHOK aMITyNie, Cpe/iHee YHCMIO YACTHIL PA3MEPOM
25 MxM H Goniee He 10/DkHO nipessunats 600 B ogHok aMnyne (T PO*,

ToxazaTenn TpeGosanus HJ P N001049/03-091118, usm. M 1 Jannbie aHATHIA
1 2 3
1. Omucanne Ipo3paTHas XHAKOCTH XKENTOro UBETa Ipospa4usas XKHIKOCTE
(Busyansumiit MeTon, '@ PO*) KENTOro BeTa
2. ITopHHHEOCTE; o ;
= HYKCY! KHCJIOTa KTpBl MOIMOmCHAY  HCMWTYEMOTO pacTsopa W PacTeopa
e = cpapnctin (b) B ofnact or 340 no 450 MM nomKHM HMETH CooTBeTCTBYIOT
MAKCHMYMH H MHHHMYMB TPH OOHHX H TeX X¢ AMHHAX BOJH
( MCTDHA B YILTpadHONCTOBOR H BImIMON oOnacTHX,
r'd Po*)
Bpema yAcp»HBaHHA OCHOBHOTO NHKA HA XPOMATOTPAMME CootsercTByeT
HCMLTYCMOTO PACTBOPA, MPHTOTORNEHHOTO AAf KOMHYECTBEHHONO
ONpEACNCHHA, NODKHO COOTBETCTBOBATH BPEMCHH YACPAHBAHHA
OCHOBHOIO THMKA HA XPOMATOTpaMMe - pacTeopa cpaeHeHms (b) |
(BIXX, I'd PO*)
4 AKPHIOHO Henuryemsiit pacTeOp, NPHTOTORNCHHEH A/ KOMHYECTBEHHOMO
Coc/piRet . OmnpeAcneHEA, HMECT XApaKTCPHYIO HONCTOBO-CHHIOND Coorsercrayer
MOMHHECIC HITHIO 3
(Bmsyamsnsiit NeToa, 'O PO*) :
- MCTJHOMHH TISTHO PO30BATO-OPAIDKEEONO LIBCTA MCTIOMHHA HA XPOMATOTPAMME
(N-METHITTHOKAMMH) HCINTYEMON0 PACTBOPA DO MONOMEHHIO, OKDACKE H BENHMHEHE | [pucyrcTByer
ROJDKHO COOTBCTCTBOBATS NATHY
METTMOMHHA Ha XPOMATOTPAMME PACTBOPA CPABHCHHN
(TCX, I'® PD*) 2
3. Ilpo3paunocTs Jlo/okeH GHITh Mpo3pavHuM (I'D PO*) Tpospagnsiii
4. pH Or 6,5 10 8,0 (TP PO*, NOTEHIHOMETPHIECKH) 1,7
5. Mexannveckde BKTIOYSHAA:
- BHIHMBIE MeXaHH4eckHe JlomkeH cOOTBETCTBOBATH TPeGOBAHHAM Coorsercrayer
BKTIOYEHHA (F'® PO*, pusyaasHbH MeTON)
Cpemtiece uHcno uactHil paoMepoM 10 MkM H Gonee HE JO/DKHO 10 mxM 1 Gonee — 69

Ha aMmy Ty
25 mxu 1 Gonee —2

Metoa 1) HA aMITy Ty
6. PoncTeeHHbIE IPHMECH EmunAdBas HeHIeHTHOHIHPOBAHHAA IPHMECh — 0,03
He Gonee 0,20 % (BIXX, F'd PO*)
Cymma npumeceit — ve Gomee 0,50 % (BOXCK, I'd PO*) 0,07
7. Hanniekaemuiit 0ObEM, M1 He MeHee HoMHBaNLHOTO (TP Pd*) 2,1
8. BakTepHANBLHEIE 3HIOTOKCHHH, IIpenensHoe conepxaHHe Menee 0,5
EJ/Mr akpHIoHyKCyCHOH KHCIOTH He 6onee 0,5 (F'® PO*, MeTon A)
9. CTepmIbHOCTD Jomken GHTL CTEPHIBHEM CreprbHbi#f
(I'® PO*, MeTOT IPAMOTO MOCEBA) CepHs BHITYIIEHA 110
napamerpaM
10. KomauecTseHHOE Onpee/icHAE Or 118 go 131 Mr/mn CysH;;NO; 123
(axpunoHyxcycHol kucnoTH) (BXX, I'd PO*)
Or 87 no 106 mr/mn C7H7NOs 96
(N-MeTHIT/HOKAMHHA) (TutpaMerpus, ' PO*)
11. Vnakosxa TMo 2 Mn » AMITYNIN W3 KOPHIHEBOIO CTEKNA. Tlo 2 mn » aMnynax w3
’ Ha anmy)ry BAK7ICHBAIOT ITHKETKY CAMOKIICAIIYIOCE. KOpHYIHCBOO CTEX.
o 5 aMmyR DOMEMAIOT B KOHTYPHYIO A9elXOBYIO YNAKOBKY H ILHEHKH Ha aumryny naxnecna staxeTka
DOHBHHRDUIOPHAEOH. Kmypﬂ;lo AICAKOBYI0 YIAKOBKY TEPMOCKACHBAIOT C ?:);n:qmm . -
nadsKoi AMOMHEHECSOH HIN OCTABAMOT OTKPMTOM.
e s e T
ﬂmmmmﬂ:llmmémmmﬁn Kosrypmes suclizoses ymasora
3AKNCCHM ITHKETKAMH. & nnl-mli BOXpoRHORL.
1 xoaTypaas syclixosas ynaxoska
BMecTe ¢ HECTpyxuHedl no
DPHMCHCHHIO [OMCIICHS B NaYKy

HHC-KO-2000-0160 «KoHTpons nponspeacHHoi Npoay ki, Bepcua 9. Jlara seenenns: 05.11.2018




1 2 3
12. Mapkuposxa B coomserctenu ¢ HI] P N001049/03-091118, TpeGosanua HJ{
: , mM. Ne 1 cobmoneHnl
* . neficteyromee uznaumne I'ocynapcreennoit ®apmakonen Poccuiickoii ®enepaimu
3akmouenne: cooTeercTByer TpeGopanuam HII P N001049/03-091118, u3m. Ne 1
Jara Boinaun nacnopra: 14.04.2020 Cpok roanocts no: 03 2025
3asenyromuii KARJI —=—A, B. Cxok
Hawcfggﬂ%?opr?ﬁe;«an 2
Hauansauk OKK hapMaLeBTHHecKan dvpma A. Y. ®énoposa
«MONMMNCAH»

Jlapextop no kauecTBy Ana noKymeHros C. . Cxopux

HHC-K0-2000-0160 «KoHTpons npon3seaeHHOR Npoayxuum», Bepcus 9. Iata peenchusa: 05.11.2018




000 "HayuHO-TeXHONOIMYeCKas dapManesTHueckas dupma "IOJMCAH"

PABPEIEHMAE HA PEAJIMBAINIO
or 17.04.2020

llpenapar, ¢opMa BHIyCka

O®EPOH pacTeO s _BH MBEHHOI'C ¥ B MMEIUEYHOI'O BEGICHMS
125 mp/mn, 2 Mn, W5, Poccwuiickxas dene TEMHO TeKI
Cepusa 130320
KommuecTBEO OO KOHTpONSA 45 526 ynx
KonmuecTBo nocne KOHTpoJs 45 440 ynk
B AHanmmTMyeckoro nacnopra 299

Ananys NPOMBBONCTBEHHON NOKYMEHTAIMM
Hocbe Ha cepuio NpoBepeHo da
Hocee Ha cepuio onoBpeHo Ia

KpuTuueckme OTKIOHEHUA OTCYTCTBYLT Ia

Cepma npousBeleHa M NPOKOHTPOJMPOBAHA B COOTBETCTBIM C JMUeH3MeNn
Ha TPOMSBOACTBO JISKApPCTBEHHHX CPelcTE, TpeboBaHMaMM
PeTUCTPALMOHHOTO HOCbe, TpeboBaHMAMM OPTaHUBAUWM NPOUSBONCTBA U
KOHTPOJIA KadecTBa JIeKapCTBEHHHX CPEeACTE (npaBwui GMP), a Taxxe
VIHHMM TPeOOBaHMAMM NeMCTBYDLUWEIo BaKOHONATENbCTRA.

[lpomyxuma paspemeHa X peanmsaumm da

YIOIHOMOUEHHOe JIMLIO

Benyupat uHxeHep mo
KayecTBY CrenaHoBa M.C.

—

{OoMKHOCTE ) {(nonnmce) // (pacmmdpoBra nommmcu)

llosloxeHMe © Jmile, OTBETCTEEHHOM 3a BRIIYCK CepuM ( YIOJHOMOYeHHOM
JuMue 1o KadecTBY), nmata yre, 05.12.20109







