MHTernnekT Ha sauwure
3gopoeba

® NOJSIUCQH

OBWECTBO C OFPAHWMEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTHYECKAS OMPMA «MOJICAH:

192102, CankT-Nerepbypr, ya. Canosa, 72, vopn.2, AuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHanaTHYeckuii macnopr Ne 320

Ilpenapar:

Cepus: 620420
®opmMa BEITyCKa:
Komnuectso: 3014 yn.

Jara u3roroBnenns: mapr 2020 T,

PEAMBEPUH® pacteop ans undysnii 1,5 %

Jannble anau3a

P N001048/01

KoHTeHHeps1 500 M1 X 5 (Tapa KapToHHas) (otmyck no penenty)

- HCBH/IHMBIC MCXaHHYECKHE BKIIIOYCHHUA

(I'® PO*, pusyanbusiii MeTon)
B 1 M1 cpeanee yncno uactuy pasmepoM 10 MxMm u
Gonee He nomwxHO npersimaTs 25, a CcpenHee Yucno

Ilokazarenn TpeGosanus HJ P N001048/01-290319, Jdannbie ananuza
Him. Ne 1
1 2 3
1. Onucanne ITpospaunas GecuBerHas KUAKOCTS Ipospaunas GecuserHas
(BHayansueiii MeTon) KHAKOCTE
2. MopmuuHOCT:
- AHTAapHag KHCIOTa Bpemena ynepaupanng muxos AHTaPHON KMCIIOTEI M | CooteerctByIOT
- METTIIOMHH MCTTIOMMHA HA XPOMATOrPaMMaX HCHHTYEMOro
PacTBOpa, MOYYEHHBRIX TNIPH  KOMHYECTBECHHOM
ONPEAENEHIH, JO/DKHE! COOTBETCTBOBATH BPEMEHAM
YHEPKHBAHHA IHKOB COOTBETCTBYIOMMX BELIECTB
Ha XpoMaTOrpaMMax pacTeopa cpaereHns (BDXKX)
- HaTpHif Hannune AHAIMTHYECKOTO CHIHAIA  [IpH IpucyTcTBYyeT
KOJTHYECTBEHHOM OrpeAeneHnH Harpus (ADC)
B Hanmuuue AHATHTHYECKOTO CHrHanma npu TpucyTcTByer
KOTHYECTBEHHOM OTIPEACTICHHH Kamus (ADC)
= XJIOPH/IBI XapakrepHas peakuus IMonoxurensHas
(KavecrpenHan peaxumn ED** 23,1, peakuus a)
- Mareuit Xapaxrephas peaxius [Tonoxurensnas
(Kauecrsennan peakuus, I'd PO*)
3. Ilpo3paunocts Homken 66Tk npozpaunsiM (I'D Pd¥) [Tpo3paunsiif
4. LiserHocTh Homxken 6biTh GecupeTHbM (I'D PO*) Becuperusii
5.pH Or 6,0 5o 7,0 6.4
(I'® PO*, noteHumomeTpuaeckn)
6. MexaHHYecKHe BIOYEHMS:
- BHIHMBbIE MEXaHHIECKHE BKMOYCHHAS Homken cooTBeTCTROBATH TPEGOBAHMIM CootsetcTByer

10 MkM 1 Gonee - 1B 1

(415 KOHTEHHEPOB MOTHMEPHBIX)

Bo/Hbt 280 HM He noJDKHA Npeswimarh 0,2
(Cnexrpodoromerpus)

4acTvll pa3Mepom 25 MKM M Gonee Hé NODKHO ol
NpeBsimaTs 3 25 mxm o Gomee - 1 B 1
(I'® PO*, meton 1) M
7. H3Bnexaemslit 061ém He Menee HoMuHanenoro (I'D PO¥) 540
8. OcMomANBHOCTD ot 284 no 347 MOcm/kr 315
(I'® PO*, kprockonuyeckuii)
9. AHOMAaJIbHAA TOKCHYHOCTD HoimkeH GbITh HETOKCHIHBIM Herokenynniit
(1151 KOHTEHHEPOB NONHMEPHBIX) (I'd PO*)
10. BakTepHansHEIe HIOTOKCHHEI [lpenenproe conepxanue He Gonee 0,5 E3/mn Mesee 0,5
(I'® P®*, meTon A)
11. CrepunbrocTs Homxen 66116 crepunenem (I'd PO*) CrepunsHbiit
CEpHA BHINYLIEHA 110
TiapaMeTpaM
12. Tlornomenue B Vb-o6nactu Orrrigeckas MIOTHOCT NpeMapaTa npy aAnvne 0,005

HHC-KO-2000-0160 «KoHTpons npoussenentoi npoayxkunu», sepcua 9. Jlata seenenus: 05.11.2018




H3 pe3nHbL, 00KATHIC KOJIIAYKaMH AIIOMHHHEBBIMH
WK KOMOHHHPOBAHHBIMH H3 ANTIOMHHHA H
T1aCTMAacChl.

Ha Gy ThIIKY HaKJIEHBAIOT ITHKETKY
CaMOKIEATLLYIOCH.

Kasxayio GyTBUIKY BMECTE ¢ HHCTPYKIHEH 1o
MEIMLIMHCKOMY NIPUMEHEHHIO TIOMETIAIOT B MagyKy
3 xaprosa o [OCT wmm uMnoprHoro. [nd
KOHTPOJIR I1€PBOTO BCKPLITHA KJIANAHB! NaYKH
MOTYT GBITE 3aKJECHBI C IBYX CTOPOH 3THKETKAMH
HJIH TEPMOKJICEM.

Mo 250 nnu 500 Mn B KoHTEHHEPE! H3 TUIEHKH
muorocnolinol nonuoneduHoBoH.

Ha kouTelisep METONOM TEPMOTIEYATH HAHOCHT
MapKHpPOBKY.

5 umi 10 xonTeiinepon mo 250 unu 500 Ma Bmecte
¢ MHCTPYXIMEH N0 MEAHLMHCKOMY IPUMEHEHHUIO
TIOMEIIAKT B MPYINOBYIO0 Tapy (OTyCK 1o
peLenTy) 3 KAPTOHA rodPHPOBAHHOTO.

32 xoureiHepa o 250 Mn uaK 20 KOHTERHEPOB 1O
500 M1 BMECTE C MHCTPYKUMAMHM N0
MEIHLIMHCKOMY NPUMCHCHHIO NOMELLAIOT B
IPYMNOBYIO Tapy (/1% CTALMOHAPOB) H3 KapTOHA
roppupoeanHoro. KomiuecTso HHCTPYKLMH 1O
MEHLMHCKOMY NIPHMEHCHHIO PABHO KOJIHYCCTBY
MepBHYHBIX YNIAKOBOK B IPYNIIOBOH Tape.

1 2 3

13, KonuuecTBeHHOE ONpEAEIeHHE:

- CYKIIMHaTRI Ot 41,4 no 50,6 mmons/n (BOAX) 45,6

- MErMOMHH Ot 40,2 10 49,2 mMons/n (BIXKX) 43,7

- MErMIOMHHA HATPHA CYKLHHAT Or 13,5 1o 16,5 r/n (PacuérHblit MeTox) 14,7

- HaTpHH Or 132 10 162 mmons/n (ADC) 146

- Kanui Ot 3,62 10 4,42 mmons/n (ADC) 3,94

- MarHui Ot 1,13 ao 1,39 mmons/n (THTpHMeETPHSA) 1,28

- XJIOpHABI Ot 98 no 120 mmomns/n (TuTpuMeTpHS) 108

14. Ynakoska TTo 200 unu 400 Mt B GyTHUIKH CTCKIAHHBIE ITo 500 M1 B KOHTEHHEpaX
BMECTHMOCTHIO 250 wi 500 M1, COOTBETCTBEHHO, | W3 TIEHKM MHOrOCNOAHOH

no KOO, oo 200 w400 Mn B GyTsuiku NO.THOIE) HHOBOH.
CTEKTISHHBIE BMECTUMOCTBIO 250 nin 450 mi, }:;’:?;;i:;p:a::ﬁf{:

cooTBeTcTBEHHO, o HJI, yKyniopeHnHsle npofxaMH MApKHPOBKA.

5 koureinepos no S00 Ma
BMECTE C HHCTPYKLMAMH MO
MEJHIMHCKOMY
NPUMEHEHHIO TIOMEIIEHB! B
rpyMNIOBYIO Tapy (OTIycK
TIO PELENTY) H3 KapToHa
rodpHpoBaHHOTO.
KonuyecTso MHCTPYKUMH
110 MEZHLMHCKOMY
TIPHMEHEHHIO PABHO
KO/JHYECTBY MEPBHYHBIX
YNAKOBOK B rpynnosoi

Tape.

Mapkuposka

B cootsercteuu ¢ TpeGosanmamu HI P
N001048/01-290319, u3m. Ne 1

TpeGoranus cobmoaeHsL
Hawneceno cpeznctso
HaeHTHOHKALME 115

CHCTECMBI MOHHTOPDHHTA
ABHAKEHHA JIEKAPCTBEHHBIX
Npenaparos.

* _ nejicTeyiomee u3nanue Iocynapersensod ®apmakonen Poccuiickoli @enepaiiu

*¥_ neficTeyroniee usnanue Esponeiickoii GapMakoneu
3akmo4enne: cootsetcTByeT Tpeopannsim HJ| P N001048/01-290319, u3m. Ne 1

JlaTa Beigaum nacnopra: 13.04.2020

3apenyromuit KAnJI
Hauansunk OKK

JIMpeKkTop MO KauecTBy

HayuHO-TBXHONOMY _
hapHILIETHHACKRR THPME

«MONNCAH»

OnA AOKYMEHTOB

WHC-KO-2000-0160 «KoHTpOIb NPOM3BEASHHOM NPOAYKLHMHI», Bepeua 9. JlaTa BBencHHA! 05.11.2018

Cpoxk rogsoctu go: 04 2023

Caer-neTepﬁypgff':? A. B. Cxkok

A. H. ®énoposa

C. H. Cxopuk




000 "Hay4uHO-TeXHONOIMYEeCKaSs bapManerT™mueckas bmpMa "IIOJIMCAH"

PABPEINIEHME HA PEAJIMBAIIMK
or 13.04.2020

llpenapar, Qopma BHNycka

PEAMEEPUH pacTeOp ona mwubyswmir 1,5%, 500 Mn B KOHTeNHepax
nonmmepHux B5, Poccwickas ®enepaumsn

Cepua 620420
KonmnuecTBo no KoHTpomns 3 014 ynk
KosmmuecrBo nocne KOHTpONS 2 992 ynxk
W AHasMTHMUYecKOIO nacrnoptTa 320

AHanMB NPOMSBOXNCTBEHHOM NOKYMEHTAIDAM
Hocke Ha cepuwo npoBepeHo Ja
docre Ha cepuwo onobpeHo da

Kpuruueckue OTKIOHEHUS OTCYTCTBYIOT a

Cepusa npouseeneHa u NPOKOHTPONIMPOBaHA B COOTBETCTBMM C JIMUEH3UEH
Ha NPOMSBBONCTBO JIEKAPCTBEHHHX CPeNCTE, TpeboBaHUAMY
PETMCTPAUMOHHOTO HOOoChe, TpeboBaHMAMU OpranMzaumuM NpPoU3BOICTBEBa M
KOHTPOJIA KadeCTBa JIeKapCTBEHHHX CPeACTE (npaBui GMP), a Taxxe
MHEIMM TpeOOBaHMAMM NEMCTEYOMETO SaKOHONATEIbCTBA.

llponykums paspelleHa K peanMzaumu da

YTNOJIHOMOYEHHOe JIMLO

Benyumii MHxeHep mo
KayecTBY CrenaHoBa M.C.

(nomxHOCTE ) (nmonnuce) / (pacumpposka nmoanmcu)

Monoxenre o simue, OTBETCTBEHHOM 3a BEIMTYCK cepum ( YNOITHOMOYESHHOM
JMue o KadecTBY), mata yTeB. 05.12.2019







