HuTtennekr Ha sawmte
370pOBbLS

NOJIMCQOH

OBIECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONIOTMYECKAA G®APMALEBTUYECKASA OUPMA «TOJIUCAH~

192102, Cankr-lNetepbypr, yn. Canosa, 72, kopn.2, nut.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

AxanaTaueckuii nacnopr Ne 319

P N001048/01

Ilpenapar: PEAMBEPHH® pactBop ans Hupysnii 1,5 %

Cepus: 610420

®Popma BeITyCKa: KoHTeiHeps! 250 Ma X 5 (Tapa KapToHHas) (OTIYCK II0 penenTy)
Komuyectso: 6006 ym.

Hata maroToenenus: anpens 2020 r.

JaHnble agaanza

- HEBHIIUMBIE MEXAHWUCCKHE BITIOUEHHA

(' PO*, pusyansuuiii MeToz)
B 1 mn cpeaniee uncno wactun pasmepom 10 MrM u
Gonee we nomkuo npessimars 25, a CpelHEE HCI0

IIoxasarenn Tpebopanus HA P N001048/01-290319, Jannsie apanunia
H3m. Ne 1
1 2 3
1. Omucanne TTpospaunas GecupeTHat KHAKOCTE Mpozpaunas Gecupernas
(BusyaneHsiii MeTon) KHIKOCTE
2. NognunnocTs:
- AHTapHag KHCJIOTa BpemeHa ynepausaHBa THKOB AHTAPHOM KHCAOTEI H Coome‘rc‘rﬂym
- METTIIOMHR METIOMHHA HA XPOMATOIPAMMEX MCHEITYEMOro
PacTEOpa, INONYYEHHBIX TPH  KOJHYECTBEHHOM
OTIPENEIEHHN, JOIDKHE! COOTBETCTROBATS BPEMEHAM
YACPKHBAHHA IMHKOB COOTBETCTBYIOMIHX BEMIECTB
Ha XpoMaTorpammax pacTBopa cpaeHenus (BRXX)
- HaTpHi Hanwave  asamdrHyeckoro  curmama npw TlpucyTeTayer
KOJIMAECTBEHHOM ONpesie/ieHus HaTpus (ASC)
- Kanuli Hamrawe  awamurmueckoro  curnana npu IlprcyTcTyer
KONHHECTBEHHOM OnpeaencHny kams (ASC)
- XNOpHB! XapakTepHas peakuus Tonoxurensnan
(Kauecrsennas peakuns EQ** 2.3.1, peaxups a)
- Maruuit XapaxTepHas peakinus IMonoxurensuas
(Kayecrsennas peaxups, '@ PO*)
3. IpospaynocTs Homxen Guith npospayssiM (IO PO*) IMTpospaunsit
4. IlseTHOCTS Homxen 6biTh Gecupernnim (I'D PO*) Becuperusii
5. pH Or 6,0 mo 7,0 6,4
(I'® PO¥, noreHunomeTpHyeckn)
6. Mexanngeckue RKMOYEHH:
- BHIUMEBIE MEXaHWIECKHE BRIIOYEHUA HomKen cooTBETCTBOBATE TpeGoBaHmAM CootsetcTayer

10 mxm 1 Gonee- 1 B 1

(s KoHTEliHEPOB NOMMMepPHBIX)

BO/HBI 280 HM He J0/IKHA NpeBsiuaTs 0,2
(Cnexrpodotomerpus)

HACcTHL pa3sMepoM 25 mMxM M Gosice He IOMKHO o
npessmaTs 3 25 MM 1 Gonee- 1 B 1
(I'® PO*, Meton 1) L
7. M3pnexaeMslit 0658M He menee Homunanssoro (Fd PO¥) 270
8. OcmonaneHOCTE 0T 284 no 347 MOcm/kr 312
(T'® PO*, xprockommyeckuii)
9. AHOMaNkEHAR TOKCHYHOCTD HoixeH ObITh HETOKCHIHEIM Herokcnumsii
(WA XoHTeliHEPOB NONHMEPHEIX) T Po*)
10. BaxTepranbHble 3HAOTOKCHHEL Tlpenensuoe conepxanue ue 6onee 0,5 Eo/ma Meunee 0,5
(I'D PO*, meTon A)
11. CrepunsHocTs Homxen OuITh crepunsasiM ([O Po¥) CrepunsHbiit
CEpPHA BEIMYILEHA 10
napaMeTpaM
12. Hornomenue B YO-06nacTu Onrruseckas AAOTHOCTE NpenapaTa npyu aTuHe 0,012
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H3 PC3HHEI, ofxaTsle KOMnadKaMHy anOMHHHEBBIMH
HIH KOMSHHR]JOE&HHHMH H3 aAMHOMHUHHA H
TUIACTMACCHI.

Ha 6yTBINKy HAKNAEHBAIOT dTHKETKY
CaMOK/IEATITYFOCA.

Kaoxry1o GyTLUIKY BMECTE C MHCTPYKUMEH 110
MEIHIUAHCKOMY TIPHMEHEHHIO OMEIloT B NIAYKY
u3 kaprona no N'OCT wmn uMnoprHoro. [ing
KOHTPOJIL NIEPBOr0 BCKPEITHA KIANAHBI MAYKH
MOTYT OBITh 3aKNEEHEI C ABYX CTOPOH ITHKETKAMH
HITH TEPMOKIeEM.

TTo 250 wm 500 Mn B KOHTSHHEDE! H3 MIEHKA
MHorocaokHo# nonuoneHHoBOMH.

Ha xonTe#nep METOAOM TEPMOTIEYATH HAHOCAT
MapKHPOBKY.

S wm 10 xouTeliHepos no 250 umH 500 Mn BMecTe
€ MHCTPYKUHEH 110 MEAHIIMHCKOMY IPHMEHEHHIO
NOMEUIAIOT B rPYAIOBYIO Tapy (OTMycK o
PpeLenTy) H3 KAPTOHA ropPHPOBAHHOTO.

32 konTelinepa no 250 mur w20 xouTeHHEPOB M0
500 M BMECTE C HHCTPYKLIMAMH 110
MEIHMIMHCKOMY MPHMEHEHHIO IIOMENIAIOT B
IpYNNOBYIO Tapy (ANf CTIMOHAPOB) M3 KapTOHA
ropupoBanHoro, KonH4ecTso HHCTPYKLUMi o
MEIHIHHCKOMY IIPHMEHEHHIO PaBHO KOJIMYECTBY
MEPBUYHEIX YNAaKOBOK B rPYNNoBoH Tape.

1 2 3
13. KonuuecTBEHHOE ONIpefie/IeHue:
- CYKXi{AHaTh! Ot 41,4 no 50,6 Mmons/n (BIXX) 46,0
= MErJIIOMHH O140,2 10 49,2 Mmmous/1 (BIXKX) 43,7
- METJIIOMMHA HATPUA CYKIIMHAT Or 13,5 no 16,5 /i (Pacu¥THeli MeTON) 14,7
- HaTpHit Ot 132 10 162 mmons/n (A3C) 145
- Kamui Ot 3,62 no 4,42 mmons/n (A3C) 3,96
- Marsui Or 1,13 10 1,39 Mmoaw/it (THTPAMETPHS) 1,28
- XJIOPUAEL Ot 98 m0 120 Mmons/n (THTpHUMETPHSA) 108
14. YnaxoBka TTo 200 uau 400 Mn B GyTHUIKH CTEKIHHBIC ITo 250 Mn B KOHTeHHEpaxX
BMECTHMOCTEIO 250 i 500 M, cooTseTcTBeHRO, | Y3 MUIEHKM MEoToCTOHHOMN
o BCO, 110 200 wm 400 M B GyTHUIKH no0nEHHOBOK.
CTexnsHHsie BMecTHMOCTHI0 250 unm 450 Mn, Ha omrelifieg METbaou
TEPMOTICHATH HaHeCCHa
coorBeTcTBenHo, no HJI, ykynopeussie npobkamu MapKHPOBKA.

5 xonreiinepos mo 250 Ma
BMECTE C HHCTPYKLIMAMH 110
MEQMULIMHCKOMY
TIPUMEHCHHIO NOMEIIEHEL B
TPYTINOBYIO Tapy (OTycK
TI0 peLIeNTY) U3 KAPTOHA
rodpHpoBaNHOro.
KonuiecTBO HHCTPYKUHH
110 MEAKIUHCKOMY
NIpHMEHEHHIO PAaBHO
KONUYECTBY NEPBHYHBIX
YNIAKOBOK B IPYMNOBOA

Tape.

MapkupoBKa

B cootsercTsuu ¢ Tpeboranusamyu HI P
N001048/01-290319, usm. Ne 1

TpeGopanss cobmoaeHEL
Haneceno cpeacrso
RACHTHHKALHH JUIR

CHCTEMBI MOHHTOPHHTA
JBHAKCHHS NEKApCTBEHHBIX
[Ipenaparos.

* _ neiicteyromee mpuanne I'ocyaapctsennoii Papmaxonen Poccutickol deepanyu

**_ jelicreyloniee u3nanue Esponeiickolt Papmakonen

3akmouenue: coorercTayer TpeGosanmim HJI P N001048/01-290319, mam. Ne 1

Jara seinaun nacnopta: 20.04.2020

3asemyromuit KAnJl
Haganmsuux OKK

JIHpeKTop 10 Ka4ecTBY

Cankr-NMetepdypr
Hay4HO TeXHONOMUUECKAS

Cpoxk roguocTs fo: 04 2023

(hapMaueBTHECcKan dupta ﬁﬁ_ﬁ’ A. B. Cxox

«MONMUCAH»

Ona QOKYyMeHTaR
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A. H. ®énoposa

C. H. Cxopuk




000 "Hayuno—mexuonoruvecxau ¢apuaqeamnvecxaa drpma "NOJIMCAH"

PASPENEHUE HA PEAJM3AIMI0

oT 24.04.2020

llpenapar, dopma BHINIYCKa
PEAMEE PHMH PacTBop mns UROYSur 1,5%, 250 mp KOHTelHepax
Dommepusx W5, ngcnﬁgggg Penepanus

Cepusa 610420

R sl
Komuecreo no KOHTPOJIA 6 006 ynx
Komruecrro 1locne xoHTpossg 5 984 ynk
B Anamuruueckoro nacnopwTa 319

Ananuy HIPOMBBONCTBEHHOM AOXYMeHTaIMM
flocke Ha cepuo IIpoBepeHo da
Hoceke na Ccepmo onobBpeno da

Kpuruueckue OTKIIOHEHMS OTCYTCTBYIOT da

Cepua npoussenena u NPOKOHTPONMMPOBaHa B COOTBETCTBMM C NMueHBUei)
Ha IpPOM3BOIOCTRO JIeKapCTBEeHHRX CPencrs, TpeBoBaumamm
PerMCTpPauMoHHOTO nocke, TPeBoBaHMAMM opranusanmu NpoMU3BOOCTRA It
KOHTpOJIA KayecTBa JIEKAPCTBEHHHX CpencTr (npaBunm GMP), a Taxkxe
VIHEMM TpeBoBaHMaMY AelCTBymero S4KOHONATEeNsLCTRA ,

(mormxHoCTE ) (nonmscs ) (pacimdposra nopnucm)

[Iponyxums PaspemeHa x Peanmzalmm da
Ynonuomouennoe JIMIIO
Bemgymmt MHXeHep o

KauecTBy Crenanoma M.C.

HOJ‘IOXGHMG (o] Jmile, O'I'Be‘I'CTEEHHOM 3a BRIITYCK cepuu ( .VIIOJIHOMO"-:I&HHOM
JMUe O KadecTrBy), nara yrB. 05.12.2019






