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AHaJIHTHYecKHii nacnopt Ne 266

Ilpenapar:

Cepus: 540320
dopma BEIyCKa;
KomaecTso: 3006 ym.

Hara usrotoBnenns: mapr 2020,

KOHTeHHeps! 500 Mn x 5 (Tap

PEAMBEPHH® pactBop ans undysuii 1,5 %

HdanHbie anaau3a

P N001048/01

a KapTOHHAs) (OTIyCcK 1o penenTy)

- HEBHAHMBIC MEXaHHWYeCKHe BKIHOYCHHSA

(' PO*, pusyansheii MeTon)
B 1 ma cpeanee uncno sacruy pasmepom 10 Mxkm H
Bonee He nomKHO NpeBnmare 25, a cpeanee YHCIO

Moxkazarens TpebGosanun HJ[ P N001048/01-290319, Jannbie ananuza
H3m. Ne 1
1 2 3
1. Omicanne Ilpospaunas Gecupernas uaxocTs Ilpospaunas Gecupernas
(Busyansmeiii Metox) KHIKOCTH
2. NonmanuoCcT:
- AHTapHAaA KHCIO0Ta Bpemena ynepxusanns nukos AHTAPHOH KHCJIOTH B Coomemmymr
- MEMTTFOMHH MErMOMHHA Ha XpOMATOrpaMMax HCIBITYeMOro
PacTBOpa, NOAYYEHHBIX 0PH  KOJHYCCTBEHHOM
ONPEAC/ICHHY, JODKHBI COOTBETCTBOBATE BPEMEHAM
YACPRUBAHHA ITHKOB COOTBETCTEYIOMIMX BEILICCTR
Ha XpOMaTorpaMmax pacTeopa cpastenns (BOXX)
- HaTpui Hamtame  asanuruweckoro  curmana ~ npu TlpucyTerayer
KO/IHYECTBEHHOM OMpeenenny Hatpus (ADC)
- Kanuii Hanuyne AHAJIHTHYECKOI o CHrHana npu H})HC}'TCTBYCT
KOZIMHECTBEHHOM ONpeeNeHnH kaaus (AJC)
- XJIOPHIIBI Xapaxrepras peakums [Monoxurensnas
(KauecrBennas peakuus EQ** 2.3, ] » Peaxiuus a)
- Maruui XapaxTepuas peaxia Tonoxurensnas
(Kauccrrennan peaxums, ['® PO¥)
3. Ipospagnocts Homxen GEITh npo3paunsiM (I'D PO*) ITpo3paunsiit
4. LlseTHOCTS Homxen 6u1Th GecuseTHbIM (I'D Po¥) Becnsernuiit
5.pH 0r6,0 10 7,0 6,4
(TO PD*, TOTEHIHOMETPHYECKH)
6. Mexanuyeckue BKIIOYEHHA:
= BHIHMBIE MEXaHHYECKHE BKIIOYEHUS Honxen cootsercTroBars TpeGoBaHHaAM Cootsercrayer

10 MmxM 1 6onee- 18 1

(I'® PO*, kprockonmueckmii)

YacTHU pa3MepoM 25 MKM H Gosiee HE IOMDKHO -
DpessimaTs 3 25 mMxM u Gonee - 0 1
(I'® PO*, meton 1) M

7. H3BrekaeMsiii 06bEM He Menee Homunansroro (I'd Po¥*) 540

8. OcMmonsaneHOCTS ot 284 na 347 MOcM/kr 313

9. AHOMAJbHAA TOKCHYHOCTS

HomxeH 6BITL HeTOKCHIHBIM

Hetokcuunpiii

(w1 koHTelHepoB TIOJTHMEPHBIX) (I'd PO*)
10. BakTepuanbHble 3HAOTOKCHHLL Tpenensnoe conepxanue e Gonee 0,5 E/mn Memee 0,5
(I'd PO*, meton A)

11. CrepmnsHocTs

Honxen 65rrh crepunsasmM (D PO*)

CrepuibHbil
CepHS BAITYLIEHa 11O
napaMeTpam

12. Tlornomenue B Y®-06nactn
(ans koHTeliHepop NOIMMEPHBIX)

Onruyeckas nI0THOCTE Npenapara npu AnuHe
BOJIHBI 28() HM He J10/DKHA NPeBIATS 0,2

(Crextpodoromerpus)

0,016
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13. KonHyecTBEHHOE ONpeaesIeHHE:

- CYKIMHATBI Ot 41,4 no 50,6 mmons/n (BIKX) 46,4
- METJIIOMHH Or 40,2 no 49,2 Mmmonw/1 (BIXKX) 43,4
- MEMIFOMHHA HaTpHA CYKIIMHAT Or 13,5 a0 16,5 r/n (Pacy&THbI# MeTON) 14,6
- HaTpHit Ot 132 10 162 mmMons/a (ADC) 149
- xanuit Or 3,62 1o 4,42 mmons/n (A3C) 391
- MarHui Ot 1,13 no 1,39 mmons/n (TuTpaMETpHS) 1,28
- XJIOpHIELL Ot 98 o 120 mmons/n (TATpUMETpHS) 109

14. ¥naxoBka TMo 200 wmm 400 M B Gy THUIKH CTEKNSHHBIE
BMeECTHMOCTEIO 250 1an 500 M7, COOTBETCTBEHHO,
o HCO, o 200 win 400 Ma B By THIIKH
CTEKIAHHBIE BMECTHMOCTHI) 250 win 450 ma,
cooTseTerBenHo, mo HJ, ykynopennsie npobkaMu
M3 Pe3HHEBI, 00KATHIC KOJauKaMi aMOMHHHEBLIMH
WM KOMGHHHPOBAHHBIMH U3 AMIOMHHHA H
N1aCTMAcCEL
Ha 6yTsi1Ky HAKICHBAKOT ITHKETKY
CaMOKNIESIITY10CH.

Kasryto Gy ThUIKY BMECTE € MHCTPYKLMCH 1O
MEJHIHHCKOMY TIPUMEHEHHIO NMoMeLanT B Nna4vky
w3 kaprona no FOCT win mmnopruoro. [l
KOHTPOIIA TIEPBOT0 BCKPBITHA KJATIAHb NaYKH
MOTYT GBITh 32K/1€EHEI C JIBYX CTOPOH ITHKETKAMH
WITH TEPMOKIIEEM.

[To 250 unu 500 Mt B KOHTEHHEPLI M3 NIIEHKH
muorociofiHoi nonnonehHOBOMH.

Ha xonTeiinep METOIOM TEPMOTIEHATH HAHOCAT
MapKHPOBKY.

5 wiu 10 xonTeiinepos no 250 nau 500 Mn BMecTe
¢ HHCTpYK1MeHt 10 METUITMHCKOMY [PUMEHEHHIO
[OMELIAIOT B MPYNIIOBYIO Tapy (OTIYCK 110
peuenTy) 13 KapToHa rodpHpOBAHHOIO.

32 xouteiinepa no 250 mu wiH 20 KOHTEHHEPOB N0
500 M1 BMECTE C MHCTPYKIHAMH 110
MEIMIIMHCKOMY TIPHMEHEHHIO NOMELIAIOT B
TPYNNOBYIO Tapy (A1 CTALMOHAPOB) H3 KapTOHa
rodpuposanHoro. KomMuecTBo HHCTPYKIHH 1o
MEIMIMHCKOMY NPUMEHEHHIO PABHO KOJIMYECTBY
NEepBHYHBLIX YIAKOBOK B TPYTINOBOH Tape.

o 500 mn B KoHTEHHEPAX
13 MAEHKH MHOTOCIOHHOH
nonnoneduHoBOH.

Ha xoHTeHHEp METOA0M
TEPMOIIEYaTH HAHECEHa
MapKHpOBKa.

5 xoHTeHHepoB no 500 ma
BMECTE C HHCTPYKUHMAMMU IO
MEIHLIMHCKOMY
NPHMEHEHHIO TTOMEIUEHH! B
rpynnosyo Tapy (oTmyck
N0 PELENTy) U3 KapToHa
rodpUpoOBaHHOTO.
Koni4ecTBo HHCTPYKUHHA
10 MEAHLIHHCKOMY
NTPMMEHEHHIO PaBHO
KOJIHYCCTBY NEPBHYHBIX
yIBKOBOK B IPYIHIOBOH

Tape.

Mapxuposka B cooTseTcTBHHM ¢ TpeGosanuamu HJ P

N001048/01-290319, nam. Ne 1

Tpe6osanus cobmoneHbL.
Haseceno cpeacrso
HaeHTHDHKAIHH U1K

CHMCTEMBI MOHHTOPHHIA

JBHMKCHHA JICKapCTBCHHBIX

Mpenaparos.

* _ nelicreyiomee w3nauue ocynapcTeerHoH PapMakonen Poccuiickoit denepaiiuu
**_ rejicTRyrolnee n3aanve Esponefickoii Gapmakoneu

3aKmoueHHe; CoOTBeTCTBYET TpeGoBanuam HIL P N001048/01-290319, mam. Ne 1

Jlata Brinaun nacriopra: 31.03.2020

Canr-Metepbypr .
Zaseaytouui KAnJI HaywHO-TAXHONOTHEC
hapMALEBTHHECKAR Drpma
Havansauk OKK «Nonwv CAH»

[ns AOKYMEHTOB

JIupeKTop 10 KauecTsy
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Cpoxk ropHocTH 10: 03 2023

“ A. 1. ®é&noposa

C. HU. Cropsk




000 "HayuHO-TexHONOIMYQCKAS bapmanesTHueckas pupmna "IOMMICAH"

PA3PENEHME HA PEAJIM3ALIMID
or 01.04.2020

Npenapar, ¢dopma BRINYCKAa

PEAMBEPKH.Qacwaop ans vudysmir 1,5%, 500 mn = KOHTeMHepax

DonmMepHeix M5, Poccwitcras ®enepanus

Cepus 540320
KomuuecTBo no KOHTpoONa 3 006 ynx
KomuuecTBOo nocre KOHTpONA 2 984 ynx
N AnanmuTHyeckoro nacrnopra 266

AHaJMB IPOUSBONCTREHHO: JOKYMeHTAaLMM
Hocbe Ha cepuwn [IPOBEpPEeHOo da
Hocree Ha cepuw omobBpeHo da

KpunTuueckue oTknoHenus OTCYTCTBYIOT da

Cepua npouzsBemeHa u NPOKOHTPONIMPOBaHa B COOTBETCTEUM C JIMUEeH3Uen
Ha TNPOM3BONCTBO JIEKAPCTEEHHHX CpencTs, TpebBoBaHMsaMM
PerMCcTpauMoHHore mocke, TpeboBaHMAMMK OpTraHM3auuy NpPOM3BOLCTBA M
KOHTPOJIA KadecTBa JIEKAPCTBEHHEIX cpencTs (npasmn GMP), a Taxxe
MHEIMM TpeBoBaHMaMK OelCTBYDLEero 3aK0OHOIaTesNbCTEA .

lIponykuma paszpemena x peanmzaumm da

YHNOMHOMOYeHHOe JIMLLO

IupexTop no
KayeCcTBY Cxopux C.H.
(monxHocTE) (nonnuce) (pacumudporka noanMcH)

HOJ’IO?KQHME O Jmue, OTEETCTBEeHHOM 3a BHITIYCK cepum ( yI'IOJ’IHOMO‘-:IeHHOM
JiMie no xavecTBy), maTa yre. 05.12.2019







