WHTennexT Ha 3auure
anoposLA

® NOJIUCQH

OBLECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOrMYECKAA ®APMALEBTUMECKAA ®UPMA «NONUCAH»

192102, Cankr-Nerepbypr, ya. Canosa, 72, kopn.2, nuT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®@polysan.ru

Ananuraveckuii nacnopr Ne 185

Ipenapar: PEAMEEPHH® pacrsop nns nadysaii 1,5 %
Cepus: 370220 P N001048/01
®opMa BEITyCKa: KoHTelHephl 500 M1 X 20 (Tapa KapToHHad) ()19 CTAI[HOHAPOB)
Konngectro: 749 yn.
Hara n3rotonenna: ¢espans 2020 r.
Jlanable anANH3A
Ilokazarenn TpebGosanns HJ P N001048/01-290319, Jlannble aHAIH3A
Ham. Ne 1
1 2 3
1. Omucanue TTpoapaunas GecupeTHas KHAKOCTL Tpoapaunas GecuperHas
(BisyansHeii MeTox) XHAKOCTE
2. TlouTHHAOCTS:
- AHTapHad KHCNOTa Bpemena ynepaxHBaHHA NHKOB AHTAPHON KHCIOTH H CoOTBeTCTBYIOT
- MEMMIOMHH MEMMOMHHA HA XpPOMATOIpaMMAaxX HCMLITYEMOTO
PacTBOp2, TNONYSCHHHIX NPH KOJHYCCTBEHHOM
OTpeeNieHNH, I0JDKHE! COOTBETCTBOBATL BPEMEHAM
YACPXHBAHHA [HKOB COOTBETCTBYIOHIHX BEIICCTB
Ha XpoMaTorpamMmax pacrsopa cpaBacHua (BIJXCX)
- HaTphit Hanmaue  aBanMTHYeCcKOro  CHrHala  NpH TipacyTcTByer
KOJIHICCTBEHHOM onpeacncHHH Hatpus (ADC)
J— Hanwuue  aBanWTHuecKOTO  CHFHANA  NpH TiprcyTcTsyer
KONHYECTBEHHOM onpeaeneHuu kamns (ADC)
- XJIOpHAB XapaxrepHas peaxips Monoxwrensnas
(KauecrseHnas peakuus EQ** 2.3.1, peakimus a)
- Maramit XapaxrepHas peaKups TonoxHTeMbHan
(KauectsenHas peakuus, ['® PO*)
3. Tpospa4HOCTH Jonxen 6uTL npospaunsM (I'D PO*) Tpospaqnsiit
4. IlseTHOCTB Jomken 6uTh GecpetrniM (I'D PO*) Becupernmii
5.pH 0r6,0m07,0 6,4
(T'D PO*, NOTCHITHOMETPHYECKH)
6. MexaHuYecKHe BKIOYCHHA:
- BHAHMBIC MCXaHHICCKHC BKIMIOYCHHA JIo/DKeH COOTBETCTBOBATH TPCOOBAHKAM CootnercTnyer

- HeBHIHMBI€ MEXaHHIECKHEe BKIIOICHHA

(I'd PO*, Buayanshsiit MeTON)
B 1 M cpenHee uncno gacTHu pasMepoM 10 MxM |
Gonee He JO/DKHO NMPEBLIIATE 25, a CPEAHEe YHCIO

10 mxm 1 Gonee-18 1

(s xoHTEHHEPOB NOMHMEPHBIX)

BOJHE! 280 HM He J0/DKHa npeBsmaTs 0,2
(CnextpodoTomerpns)

4acTHLl pasMepoM 25 MkM H Gonee He JO/DKHO s
npessimars 3 25mkM HGonee-18 1
(T'D Pd*, Meron 1) M

7. Harnexaemuili 06nEM He menee nomunamsHoro (I'® PO¥) 530

8. OcmonanesHOCTS ot 284 no 347 MmOcM/xr 315

(T'D Pd*, xpHOCKONHIECKHIH)

9. AHOMAaNbHAA TOKCHIHOCTD JlomkeH OHTh HETOKCHYHBIM HeroxcHamnait

(ans koHTefiHEPOB MONHMEPHEIX) T® PD*)

10. baxTepHanbHbIE YHAOTOKCHHB Ipenenshoe conepxanne He Gonee 0,5 E3/mn Menee 0,5

(T® PO*, Meon A)
11. CrepansBOCTS JomieH GITE cTepHIbHLM (T PO*) CrepuisHsiit
12. IMornomenne B Y®-obnactu OnrHyeckas IWIOTHOCT MPENApPATa NPH JUTHHE 0,007

HHC-KO-2000-0160 «KoHTpom: npoH3seAeHHOH npoxyxumi», Bepena 9. Jlara seeacnnn: 05.11.2018




| 2 3
13. KonmuecTBeHHOE ONpe/eNieHHe:
- CYKIMHATH Or 41,4 no 50,6 mmonw/n (BIXKX) 459
- METTOMHH Ot 40,2 no 49,2 mmome/n (BIXKX) 44,6
- METIOMHHA HATPHA CYKIHHAT Or 13,5 no 16,5 r/n (PacuérHeilt MeTOR) 15,0
- HaTpHi Or 132 no 162 mMons/n (ADC) 148
- KayHH Ot 3,62 no 4,42 mmonw/n (ADC) 4,05
- Marami Or 1,13 no 1,39 mMons/n (TaTpEMeTPHSA) 1,27
- XJIOpH/H Or 98 no 120 mmons/n (THTpHMETPHA) 108
14. Ynakoska ITo 200 wu 400 Ma B GYTHUIKH CTEKIAHHbIE Tlo 500 Mn B KOHTelHepax
BMECTHMOCTBIO 250 wiu 500 MI1, COOTBETCTBEHHO, H3 INIEHKH MHOTOCTIOMHOM
no HCO, no 200 wmu 400 Ma B GyThutkH NIONHONCHHHOBOH.
CTEK/IAHHEIC BMECTHMOCTSIO 250 mmm 450 mn, Ha xonreftuep meTozom
COOTBETCTBEHHO, o H]I, yxynopentnie npobxamMu TCPMOMNCYATH HAHECCHA
H3 PE3HHH, 00XaThEe KOMMAYKAMH AMIOMHHHEBHIMH MapKHPOBKa.
HIH KOMOHHHPOBAHHEIMH H3 &/IIOMHHHA H 20 xoHTelHepoB no 500 ma
IIACTMACCEL BMECTE ¢ HHCTPYKITHAMH 110
Ha GyTRUTKY HAKNEHBAIOT ITHKETKY MCARIPHCKOMY
NPHMEHEHHIO NOMEIIEHH B
CAMOKICAIIYIOCA.
Kaxnyio 6 BMECTE C el TyEnoRIG HOY (A
e HHCTPYEIRCH 10 CTALHOHAPOB) H3 KAPTOHA
MEHLHHCKOMY NPHMEHEHHIO NOMEIIAIOT B NavKy rOPHPOBAHHOTO.
w3 xaproHa no M'OCT wan umnopraoro. s Komraectso HHCTpYIamit
KOHTPO/IA NEPBON0 BCKPHTHA KJIANaHK MaYKH MO MEAHILHHCKOMY
MOTYT OHITH 3aKJICCHH C ABYX CTOPOH 3THKETKAMH MPHMEHCHHIO PaBHO
WTH TEPMOKTIEEM. KO/THYECTBY MEPEHIHBLIX
TTo 250 wnu 500 M1 B KOHTEHHEPE! H3 MNEHKH ynuom';:p:p’ .
MHOTOCIORHOH NONHONSPHHOBO. )
Ha xoHTeiiHep METOAOM TECPMOMNEYATH HAHOCAT
MEpKHPOBKY.
5 i 10 xoHTeftHepos no 250 unu 500 M BMecTe
C HHCTPYKUHEH N0 MEAHITHHCKOMY NPHMEHEHHIO
MOMEWAIOT B FPYNNOBYIO Tapy (OTIycK no
PELENTY) H3 KapTOHa rod pHPOBAHHOTO.
32 xonTeftrepa no 250 mn wm 20 koxTelHEPOB MO
500 M2 BMECTE C HHCTPYKIHAMH N0
MCIHIIHHCKOMY NMPHMCHCHHIO NOMCINAIOT B
rpYNNOBYIO Tapy (A CTAIHOHAPOB) H3 KAPTOHa
rodpHpopanroro. KonuuecTso HECTpykumH no
MEJHIMHCKOMY NMPHMCHCHHIO PABHO KOJNHYECTBY
TIEPBHYHEIX YTIAKOBOK B rPYINOBOH Tape.
Mapkuposka B cooTBeTCTBHH ¢ TpeGOBAHHAMH TpeGopanua cobmoneHs
HJ1 P N001048/01-290319, Ham. Ne 1 Haneceno cpenctso
HICHTHOHKALMH VIS CHCTEMB
MOHHTOPDHHIa NBHDKCHHA
JICKAPCTBEHHBIX MPENAPATOB.

* — peiicteylomee H3nanne I'ocyaapcTBenHOM PapMakonen Poccriickolt deneparmn
**_ neficteyromee m3nanue Epponeiickoli ®apMaxonen
3akmoueHue: cooTeeTcTBYeT TpeGopannam HJI P N001048/01-290319, Ham. Ne 1

Jara peigaqn nacnopra: 11.03.2020
/ 3asenyrommuit KAnJI
Havansaux OKK

/ JIMpexTOp 1O Ka4ecTBy

Cpok rogsocTH jo: 02 2023
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PASPEINEHME HA PEAJIM3AIVID
or 13.03.2020

[lpenapaT, ¢opMa BHOYCKA
PEAMEEPVH pacrTBop anst mupyswmm 1,5%, 500 mn B xouTennepax

nonumepHux, Poccuiickas denepanms

Cepus 370220
KonuuecTBO OO KOHTpOJA 749 ynx
KonmuyecTBO nocne KOHTPOJA 744 ynx
N AHanmMTMYeCKOT'O IacrHopra 185

AHanus NPOMSBONCTEEHHOM NOKYMEHTAaLMM
Jocke Ha cepMp NOPOBEPEHOo Ja
Jocre Ha cepun onoBpeHo Ia

KpuTuyeckue OTKJIOHEHUSA OTCYTCTBYRT Ja

Cepua npoMzBeleHa M INPOKOHTDONMPOBAHA B COOTBETCTBMM C JIMLEH3MEH
Ha NPOM3BOINCTBO JIEKAPCTEBEHHHX CPeNcTB, TpebBoBaHMAMM
PerMCTPaUMOHHOTO AoChe, TpeOOBaHMAMM OpPTaHM3alMM NPOM3BOICTBA M
KOHTPOJIA KadeCTBa JIEKAPCTBEHHHX cpelcTs (npasua GMP), a Takke
MEEMKM TpeboBaHMAMM IOeHCTBYOLEro 3aKoHOOATelboTBA.

[Iponykuma pas3pelleHa K peaausaumm da

YnoJIHOMOYeHHOS JIMLLO

HayaneHMK oTgena (%sz' KyseMmuHa E.H.

(OOIIXHOCTE ) (noanmce) (pacumppoBka noANMCH)

llonoxeHue O nMlle, OTBETCTBEHHOM 34 BHNIYCK cepuu ( YIIOJHOMOYEeHHOM
nMie Mo KadecTmBy), naTta yre. 05.12.2019







