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ITpenapar: IIHTO®JIABHH®, pacreop 218 BHYTPHBEHHOI0 BBEICHHN

AnaanaTH4iecknif macnopr Ne 355

PN003135/01

Cepns: 360420
®opmMa BEITyCKa:  PacTBOP A/I1 BHYTPHBEHHOTO BBEJICHHA
(ammyna) 10 M x 5 (mauxa kapToHHas)
Komaectro: 23092 yn.
Jlata m3roToBneHnd: anpens 2020T.
Jlanable AHAJIA3A
ITokasaTenn TpeGopanna HII P N003135/01-220319, JaHHBbIE
Hzm. N 1 AHATH3AR
1 2 3
1. Ommcanne ITpospauHad KHAKOCTE XKENTOrO mBETA Ipo3spaunas
(BusyansHeiii Meton, I'® PO") KHIKOCTS KENTOrO
mpera
2. TloHHAOCTS:
- pubodnasuna pocdar HaTpHa ChexTp NorNoICHHS HCIIEITYEMOT0 PacTBopa, CootpercTByer
MPHTOTOR/IEHHOIO U1 KOJHYECTBEHHOTO OMpENeNeHNA,
NoJy4eHHLIA Ha cnexTpodOoTOMETPE B KIOBETE C
TonmuHoH cnos 10 MM B o6nacti ot 300 Ao 550 HM
J0JDKEH HMETh MaKCHMYMHB IpH (445+2) HM u NpH
(37342) am (CriextpodoTomerpus)
- AHTAapHad KHMCJIOTa Ha xpoMaTorpaMMax HCIIHITYEMOTO PACTBOPA JIOIDKHE
- METJIOMHH MPHCYTCTBOBATH IBA OCHOBHBIX ITHKA, COOTBETCTBYIOMMX CooTseTcTBYIOT
—L— N0 BpeMEHaM YIACPXKHBAHHA MMKAM HHO3HHA H
i - HHKOTHHAMH1A (CeKTpodOTOMETPHYECKOE
IR, JCTCKTHPOBAHHE NPH 254 HM), H ZIB3 OCHOBHBIX IHKA,
COOTBETCTBYIOMMX N0 BPEMEHAM YACPXHBAHHA ITHKAM
AHTapHOH KHCNOTHl H METJIOMHHA
(pedpaxToMeTpHUECKOE NETEKTHPOBAHKE), HA
XpOMaTorpamMmax pacTsopa cpaserna (a) (BIXX)
3. IpospausHocTs Jomxen 6uith npospaunM (T® PO°) TIpospavsslii
4. pH Ot 6,0 5o 7,0 (T® PD°, noTeHmoMeTpHIECKH) 6,7
5. HanexaeMeilt 00BEM, MO He menee HomuBamsHoro (TP PO") 10,5
6. Mexanndeckue BIIOYCHHA
- BHIAMMBIE MEXAHHYECKHE BXTIOYEHHA Jlo/mkeH COOTBETCTBOBATE TPE6OBAHHAM CooreercTByeT
(T'® PO, BusyasHeii)
. o M —— Cpennee uncno 3acThi pasmepom 10 Mxu 1 Gonee He 10 mxm 1 Gonee — 119
AOJDKHO NpeBsInaTs 6000 B oxHolt ammyne, a cpeanee HA AMITy Ty
YHCJIO YaCTHII pasMepOM 25 MKM H GoJiee He JOJDKHO 25 MM | Gonee — 4
npeesuuats 600 B onnoi ammyne (T PO°, meron 1) Ha amMmyJry
7. PoncTBeHHbIE IPHMECH:
- FHNOKCAHTHH, IYaHO3HH CymMapHoe conepxanne He Gonee 3,0 % ot 0,3
HOMHHAJILHOTO CONEPKaHHA HHO3HHA (BIKX)
- HHKOTHHOBad KHCJOTa He 6onee 3,0 % OT HOMHEAILHOTO COAEPKAHHA 0,06
HHKOTHHAMH/IA (BIXX)
- HEH/ICHTH(HIIHPOBAHHEIE IPHMECH CyMMapHoe cofepxxaHHe 0T CyMME! Iulomane 0,06
TTHKOB HHKOTHHAMH/IA H HHO3HHA HE NIOJDKHO
npeBumats 2,0 % BI%C)
- MOMHAGNABHH He 6onee 0,20 % oT HOMHHANLHOIO COZIEPKAHAA 0
pubodnasuna pocdara HATPHA BINX)
8. BakTepHanbHBIC SHIOTOKCHHBI IIpenensHoe conepxanue He Gonee 17,5 EO/mn Mesee 17,5
(T'D PO’, MeTon A)
9. AHOMANLHAA TOKCHIHOCTD JomkeH OLITH HETOKCHIHBIM HeTtoxcHaHbIi
TP PD)
10. CrepribHOCTB Jomken 6Th crepunsaLM (TO PO°, MeTon CrepunbHuli
MemOpanHo# GHILTpaIHH)
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11. KonmiecTeeHHOE onpeneneHHe ot 0,0018 mo 0,0022 r/mn C;7H20NsNaQOgP 0,0019
(pabodnabrna docgara HaTPHA)
(CnexrpodoTomMerphs)
ot 0,090 no 0,110 r/mn C4HsO4 0,100
(anTapHO# KHCHOTE) (BOXKX)
ot 0,1485 o 0,1815 r/mn C;H7NOs 0,1636
(MermomuHa) (BIXCK)
oT 0,0180 oo 0,0220 r/mn C[oH;qu.Os 0,0196
(rHO3HHa) (BOXX)
ot 0,0090 o 0,0110 r/mn CeHsN20 0,0098
(HHKOTHHaMHAA) (BOXKX)

12. Vnakopxa Mo 10 mMn B amMmyms kopugreBoro crexna. Ha | Ilo 10 mn B ammynax
aMITyJTY HAKJIEHBAIOT 3THKETKY CaMOKJIEAIIYIOCH. KOPHYHCBOTO CTCKIA.
Tlo 5 aMmyn NOMEIMAIT B KOHTYPHYIO SdefKkoBylo | Ha aMnyxy Hakneena
YNakoBKy M3 IUIEHKH MNOJMBHHHIDJIOPHIHOMN. ﬁzmmuu
Kontypayio AUEHKOBYIO YTAKOBKY | ¢ aMmy 1 B K OHI'J'KPH oit
TEPMOCKICHBAIOT ¢ IUIEHKOH TOKPOBHOH HIH | fuoimonoi ynaKoBke
¢doneroi amoMHHHEBOH, AJIH OCTABNAIOT OTKPHITOH. | us rnéuku
1 HH 2 KOHTYpHBIE A9€HKOBBIE YNaKOBKH TIOTHBHHHIXIOPHAHOH.
BMECTE C HHCTPYKIIHEH N0 MPHMEHEHHIO NOMEIMAIOT | 1 KOHTYpHas
B nauky M3 KaproHa. Jlnd koWTpona mnepeoro | f4eHkopas ynakoBka,
BCKPHITHA OGOKOBBIE KIanaHel MadykH MOryT ObiTh | TCPMOCKICCHHAA €
3aKIeeHH C JBYX CTODOH 3THKeTKAMH M | 'VIHKOH MOKpoBHOH, ¢
TEPMOCKIIEEHSI. HECTPYKIWCH o
NPHMEHEHHIO
NOMEIECHA B NaYKy H3
KapToHA.
13. Mapkuposka B cooreercteun ¢ TpeGopammamu HII P N003135/01- Tpebopanns
220319, Ham. Ne 1 coboneHsl

*. neiicteylomee n3nanue locynapcrsenHol ®apmakonen Poccuiickol Menepauuu

3akmouenne: cootserctsyer TpeGosanuam HI[ P N003135/01-220319, Ham. Ne 1

Jlata Beinaus nacnopra: 06.05.2020

3asemytommit KAnJI
Havameauk OKK

JHpeKTOp No KayecTBy

Cpok rognocTn go: 04 2022

CaniT-Netepbypr :
= HayuHO-TexXHONON Z——
" (pApMAUEBTHMECKAR DvDMA
«MONUCAH»
Ans A0KYMBHTOB
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A. B. Ckok
A. H. ®&nopora

C. H. Ckopuk
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PASBPEIEHWE HA PEAJIM3AIIMNKD
or 13.05.2020

llpenapaT, ¢opMa BHIYyCKa
OUTOPJIABMH pacTeBOp IONA BHYTPHMBEHHOTO BBemeHmsa, 10 mn, N5,
Poccumcxass denepaumsi

Cepus 360420
KonmvyecTBO OO KOHTPOISA 23 092 ynk
KonmuecTBC NOCTe KOHTPOJA 23 025 ynk
N AHanMTUM4YeCKOTI'O MacrnoprTa 55

AHaNM3 NPOMSBONCTBEHHOM INOKYMeHTALMNM
Jocke Ha CepuMB [IPOBEPEHO Ia
Jocke Ha cepun onobpeHo Ia

KpuTHuueckMe OTKJIOHEHMS OTCYTCTBYIT a

Cepna npoMus3BeleHa M MNPOKOHTPONMPOBAHA B COOTBETCTBMM C JIMLEeH3MeN
Ha TIPOM3BOIACTBO JIEKAPCTBEHHHIX CpelcTB, TpeboBaHMAMU
PeTUCTPauMOHHOTO Hocbe, TpebOBaHMAMM OpIaHM=aLMM NPOMBBONCTEAE U
KOHTPOJIA Ka4dyeCTEA JIEKAapCTBEHHHX CpelcTB (npaBui GMP), a Takxe
MHEIMM TpeBOoBaHMAMM OEeMCTBYOMEIro 3akKoHoaTesibCcTBa.

[Iponykuma paspelleHa K peajusauyu Oa
YTNOJIHOMOYEHHOe JIMLO [//;
Benyumit MHXeHep Mo xf//f
KadeCcTBY CrenaHora M.C.

(HONIKHOCTH ) (nonmmce ) f (pacmmdpoBka nomnmucu)

NonokeHMe © JNuLe, OTBETCTBEHHOM =& BHIYCK cepun ( YIOIHOMOYEHHOM
JMue no xKa4decTBy), Hmata yre. 05.12.2019







