UHTennekT Ha sawmre
3A0poBbA

NnoOJIMCQOH

OBILECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONOTMYECKAA DAPMAUEBTUYECKAA OUPMA «NIONMUCAH

192102, Cankr-Nerepbypr, yA. Canosa, 72, kopn.2, AMT.A,
Ten.: 812 710 8225, dac: 812 764 6284, e-mail: info®polysan.ru

AHanuTHYecKui nacnoprt Ne 484

IIpenapar:

Cepusi: 210519
®opma BrITycKa:

Komruectno: 19829 yn.

Hata m3roropnenns: mait 2019 r.

PEMAKCOJI® pactsop aas HHQY3Hit

(6yTsuiKa) 400 M X 1 (mauxa kapTonnas)

Jannbie anannsa

JICP-009341/09

Ioxasarenn TpeGosanus HJ JICP-009341/09-210817 JaHHbIe anann3a
1 2 3
1. Onucanue Ipospaunas Gecusernas ¥uaxocTs cO Tpospaanas
cnalEIM XapaKTepHBIM 3anaxoM Gecumerras xuaxocTs
(OpranonenTiuecknii merox) co cnaGLiM
XapaKTePHLIM 3aMaX0M
2. IMopmanOCTE:
- HaTpHH Hanuune ananurageckoro curnana 110): Ipucyrersyer
KOJIHYECTBCHHOM ONpe/IeICHHH HATPHA
(A3C)
- Kanuit Hamrane anamatiueckoro carnana IIpH IMpucyrcrayer
KOJIHYECTBEHHOM ONpee/IeHHH KaIHS
(A3C)
- AHTapHas KAC/IOTa Bpemena yaepxapanus nukos AHTapHOH CootBercTByIoT
- METIIOMHH KHCJIOTHI, METTIOMHHA, HHO3HHA,
- HHO3MH HHKOTHHaMH/ia H METHOHHHA Ha
- HUKOTHHAMHAL XpoMaTorpaMMax HCIBITYEMOTO PacTBopa,
- METHOHHH NOJTY9IECHHBIX IIPH KOJIHYECTBEHHOM
ONPEACIICHHAH, NOJDKHEI COOTBETCTBOBATH
BpEMEHaM yJCpXHBAHHS THKOB
COOTBETCTBYIOIHX BEIIECTB HA
XpoMarorpaMMax pacTopa CpaBHEeHHS (a)
(BIXX)
- XJIOPHAKI Xapaxrepras peakuus IMonoxurensuas
(Kagsectsennaa peaxums, Eur.Ph.*, (peakim a))
- Mar"uif Ilocne npuGasnenns ammonus XJIOpHAa IMonoxwurensHas
pactsopa 10,7 % n aMmoHHa kapGonara
pacTBopa 15,8 % He Gonee uem nérxoe
NOMYTHEHHE; NpH NanbHelleM npuGarTeHuH
AHHATPHA rHapodocdara pacteopa 9 % Gensiit
KPHCTAJUTHYECKHH 0CaloK, HepacTBOPHMBIH B
aMMHake pacTBope (KauecTeHHas peaxiins)
3. Ilpo3paunocTs HoibkeH GbITh MPo3payHbIM ITpo3paunsiii
("'® XII, Bu3yansHuii MeTon)
4. IlsetHOCTB HomxkeH 66IT GecLBeTHBIM Becusernsrit
(T'® XIII, Bu3yansyuif Meton)
5.pH 0t 6,0 10 8,0 6,4
(T'® XIII, norenunomeTpuuecknit Meroa)
6. MexaHnueckue BKIIOYEHHS
— BUIMMBIE MEXAHHYECKHE BKTIOYESHHS Hormxken cooTeTcTBOBATS TPeGOBAHHAM CootsercTByeT
(T'® XIII, Brsyansueiit MeTox)
— HEBH/IHMbIE MEXAHHYECKHE BIUTIOYEHHS B 1 mn1 cpennee umcno sacruu pasmepom 10 MM u Gonee — 1
10 MxM 1 Gonee He nomwKHO NpeBBImaTS 25, a B 1 M
CPeAHEee YHC/IO YACTHL| pa3MEpOM 25 MKM H 25 MKM H 6onee — 1
Gonee He nomkHO npepsimaTs 3 B 1M1

(T XIII, merox 1)
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7. UsBnexaeMmbiit 06BEM, MJI He menee HomuHansHoro (I'® XIII) 405
8. PoacTeeHHBIE NPHMECH:
— THIIOKCAHTHH H I'yaHO3HH — He 6onee 3,0 % oT HOMHHAJIBHOTO 04
conepKaHHA HHO3KHa (BIXX)
— HHKOTHHOBAs KHCJIOTA — He 6onee 3,0 % oT HOMHHAIBLHOTO 0,3
coaepKaHHA HHKOTHHAMHAA (BIXX)
— HeHIeHTHMIAPOBAHHBIE piMecH | ~ CYMMapHO® COLCPXKAHHE 0.04
HeMeHTH(HLMPOBAHHBIX NpUMeceH B ?
NPOLIEHTAX OT CYMMbI IUIOLIA/IeH ITHKOB
HHKOTHHaMM/Ia, HHO3HHA H METHOHHHA HE
AOJDKHO npesbiaTh 2,0 % (BIXKX)
9. OCMONANBHOCTD Ot 296 no 362 MOcm/kr 323
(T'® XIII, kprockonuieckui MeTon)
10. BaxTepHanbHBIe 3HAOTOKCHHEI TIpenebHOE CofepXKanue He Gonee Menee 1,9
1,9 ED/mn (T® XIII, Meron A)
11. CTepHIBHOCTD JTomxkeH GHITh CTEPHIBHBIM CrepHIIbHBIH
(T'® XII1, MeTon MemGpanHoH dunsTpaLmH) cepHs BHITYIIEHA N0
napameTpam
12. KonmauecTBeHHOE ONpENE/ICHHE ot 132 o 162 mmons/n Hatpha (A9C) 144
or 3,6 1o 4,4 mmons/n kamns (ASC) 4,0
ot 1,13 no 1,39 Mmons/n MarHus 1,25
(THTpHMETPHA)
ot 98 10 120 MMONIB/NI XNIOPHAOB 109
(TuTpHMeTpHA)
ot 4,75 no 5,81 r/n CéHeO4 5,23
(anTapHo# krcoTel) (BIXX)
or 7,85 no 9,60 r/n C;Hi7NOs (MeroMHHa) 8,68
(BOXX)
ot 1,80 10 2,20 r/n CioH12N4Os (uHO3HHE) 1,96
(BIXX)
ot 0,225 10 0,275 r/n CsHeN20 0,248
(auxoTHHaMHAa) (BOXKX)
ot 0,675 no 0,825 r/n Cs HuNO2S 0,747
(meTHonnHa) (BIXKX)
13. YnakoBka Mo ;gg MJI B GyTHUIKH c-rexlr’lucmome BMECTHMOCTBIO ﬂg::ﬂ?;;ﬂ';ﬁrm
MJI HMIMIOPTHBIE 11O , YKYTIOPCHHBI® i i
NpoGKaMH H3 PE3HHB! HMIIOPTHBIMH, H obxarsie m&m
KOJMayKaMH KOMOHHHPOBAHHEIMH H3 AMIOMHHHAA H OGXKATHIX KONNATKAMH
IUTACTMACCH! OTe4eCTBEHHBIMH HIH HMIIOPTHBIMH. mmﬁ:ﬂmmm
Ha 6 HAK/IeMBAIOT 3THK
womcmyﬁnw? Kaxzyro 5Yrwaye::yem c a‘r'::z?:un st
I'll'lCTle(l.[l‘len 1Mo MeIHLMHCKOMY MPHMEHEHHIO Kaxnas GyThIKa BMECTE C
[OMEINAIOT B Na4Ky W3 KapTOHa. HHCTpYKLUHeH 1o
MEIHUHHCKOMY
MPHMEHCHHIO NOMCICcHA B
nayKy H3 KapTOHa.
TpeGosanua HJI x ynakoeke
cob/moacHS!.
14. MapkupoBka CornacHo TpeSosanuam HJI CooTBeTcTBYET

* - neficTByromee u3anue Esponefickoit dapmakonen
Jaxmouenne: CoorsercTByer TpeGosannaM HIL JICP-009341/09-210817

Jlata BeTauK nacnopra: 22.05.2019
Aaneny!onmﬁ KARJI
Hauamsank OKK

JIHpEeKTOp MO Ka4eCTBY
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AEKJIAPAIIMSI O COOTBETCTBHUH

Haumenogarnue opzanusayuu, npursasuieti Oeknapayuio o coomeemcmeuu;

O6wyecmso ¢ ozpanuuentoti omgemcmeennocmuio "Hayuno-mexnonozueckan gpapmayesmuveckasn
dupma "IIOJIHCAH" (000 "HTDD "IIOJTHCAH")

3apezucmpuposaro : Medicpationnas uncnexyus @edepanbroli Hano2060ii cayxchvt NelS no
Canxm-Ilemepbypey OI'PH 1027802736576 om 20.11.2002

Aopec mecma naxoocoenun: 192102, 2. Cankm-ITemepG6ype, ya. Canoea, 0. 72, xop. 2, aum. A. Tenegou:
8(812) 710-82-25

Losepennoe nuyo: Cropux C.H., dosepennocmu: Ne0332-20 om 29.03.2019

3ASIBJUIET, UYTO

nexapcmeennoe cpedcmeo: Pemaxcon, pacmeop ona ungpysuii 400 mn, 6ymuinxu (1), nauxku xapmonnvie, cepus
210519, xonuwecmeo 19829 ynaxoeok, 200en 0o 01.05.2024, npouzeodcmea OO0 "HTOP "ITOJIHCAH",
192102, 2. Canxm-ITemep6ype, yr. Canoea, 0. 72, kopn. 2, num.A, Poccus, koo OKIT[] 2 OK 034-2014 (KIIEC
2008) 21.20.10.114, xoo TH B3 3004 90 000 2, ananumuuecxuii nacnopm Ned484 om 22.05.2019 OO0 "HTPD
"ITOJTHCAH"

COOTBETCTBYET TPEBOBAHHSIM
JICP-009341/09-210817

EKJIAPAIIVA ITIPHHATA HA OCHOBAHHH
gezucmpaquouuoe ydocmosepenue JICP-009341/09 om 19.11.2009 (0ama 3amewwr 21.08.2017) evidano

Mun3sdpasom Poccuu, cepmugpuxam coomeemcmeua Ne POCC RU.HC11.K01277 om 23.08.2018, cpok Oeticmeus
do 23.08.2021, ewdan Opzanom no cepmuuxayuu cucmem meneoxcmenma BHHHC-CEPT AQ "BHHHC"®
(RA.RU.13HC11), ananumuvecxuii nacnopm Ne484 om 22.05.2019 OO0 "HT®® "IIOJTHCAH"

JATA IIPUHATHSA JEKJIAPAIIAN 27.05.2019
.05.2024
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Ckopuk C.H.
®.U.0

OPI'AH 110 CEPTH®HKAIIMH, 3APETACTPHPOBABIINH JEKJIAPAIIUIO

Pezucmpayuonnuiii homep POCC RU.0001.11®PMO03 Opzan no cepmugpuxayuu npodyxyuu OO0
«Oxpyoicoti yenwmp cepmucpuxayuu Cegepo-3anady, adpec : 194156, Poccus, 20pod Canxkm-ITemepbype,
Ceemnanoscxuii np., 0.2, oguc 413, oguc 503, oguc 505, men/gpaxc: (812) 380-06-34.

NEKJAPAITAS O COOTBETCTBHHU 3APETMCTPHPOBAHA M POCC RU A-RU.®M03.B.11230/19

JATA TP 27.05.2019
é Porauesa E.T’.

MOATHCE PyxoBoauTens opraHa







