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AnaanTHyecknii macnoprt Ne 83

Ipenapar: [IATO®JIABHUH®, pacTBop A8 BHYTPHBEHHOI'0 BBEJCHHN

Cepus: 70120 PN003135/01
dopmMa BRITYCKa:  PacTBOP VA BHYTPHBEHHOTO BBE/ICHAS
(ammyna) 10 mn x 10 (mauxa KapTOHHas)
KomaaecTso: 11775 ym.
Jlara m3roroBnenns: sHBaph 2020 .
JlanHbIC AHAJIH3A
Tloxkaszaresib Tpebosanns ®CII P N003135/01-220319, JlanHbIe
Ham. Ne 1 AHAJIH3A
1 2 3
1. Onucanue ITpo3spaunas XHAKOCT KEITOrO LUBETA IIpo3paunas
(Busyansamitt MeTon, I'® PO") KHAKOCTH XENTOTO
BeTa
2. IMomTHHHOCTD:
- pnﬁo(hy[ag [bocq;a‘r HAaTpHA CnekTp NOrioieHHs HCILITYEMOro pacTBopa, CootsercrByeT
MPHTOTOBJICHHOIO 1A KOJIHYCCTBCHHOIO ONPENCIICHHA,
TIONMy9eHHBIH Ha CICKTPOdOTOMETPE B KIOBETE C
TommmuHoi# cnox 10 M B oGnactu or 300 no 550 Hm
JO/DKEH HMETE MAaKCHMYMBI IIpH (445+2) HM M IpH.
(373+2) 1M (CnextpodoToMeTpHa)
- AHTApHAA KHCNOTA Ha xpomarorpaMMax HCIIEHITYEMOIO PacTBOpa NOJDKHL
- METTIOMHHE NPACYTCTBOBATE ABA OCHOBHBIX ITHKA, COOTBCTCTBYIOMMAX CoOTBETICTBYIOT
p—— 10 BPEMEHAM YEPKHBAHHS THKAM HHO3HHA H
- HUKOTHBAMH HHKOTHHaMHJa (CTICKTPOGOTOMETPHICCKOS
== NETEKTHPOBAHHE NPH 254 HM), H [IBa OCHOBHBIX ITHKA,
COOTBETCTBYIOMMX N0 BPEMEHAM YJIepKHBAHHA THKAM
AHTAPHOK KHCIOTH H METTIOMHHA
(pedpakTroMeTpHIECKOE IETEKTHPOBAHHE), HA
XpOMATOTpaMMaXx pacTeopa cpasnenns (a) (BIXX)
3. IIpospagHOCTD Iomken GuTh npospaunsiM (T'D PO") TIpospavHbiit
4. pH Or 6,0 10 7,0 (T'® PO", noTeHIHOMETPHIECKH) 6,7
5. H3rnekaeMelif 06BEM, MJI He menee HoMuBansaoro (T PO®) 10,2
6. MexaHHdecKkHe BKIIOYCHHAS
- BHIHMEIE MEXAHHYCCKHE BIUIOMCHAR Jlo/DKeH COOTBETCTBOBATH TPEOOBAHHAM CooTBeTCTBYCT

- HEBHIOHMBIC MEXAHHYCCKHE BKIIOYCHHA

(T'® PO°, Busyans i)
Cpeznee Trcno YacTHI pasMepoM 10 MkM 1 Goniee He

10 MxM u Gonee — 99

Ao/pkHO npeuaTs 6000 B ogHolt ammyne, a cpenuee HA aMITy Ty

9HC/IO YACTHI pasMepoM 25 MKM H Gojiee HE Z0JDKHO 25 MM H Gonee —2
npeesmats 600 B oxuoit ammyne (TP PO’, meroz 1) HA aMITyJTy

7. PoncTBeHHBIE IIPHMECH:

- THIIOKCAHTHH, TYAHO3HH CymmMapHoe cofiepxarne He Gonee 3,0 % ot 0,4
HOMMHAILHOTO COJIEP)KaHAS HHO3HHA (BIXX)

- HHKOTHHOBAA KHCNOTa He 6onee 3,0 % 0T HOMHHANLHOTO CONEPKAHHA 0,1
HHKOTHHAMHJIA (BXX)

- HeHIeHTHOHIMPOBAHAEIE MPHMECH CymMapHoe cofiepXaHHe OT CyMMH IUtomaneH 0,06
MHKOB HHKOTHHAMH/IA H HHO3HHA He JODKHO
npesumaTh 2,0 % (B340

- momubaBHH He Gonee 0,20 % oT HOMMHANTEHOTO CONEPKAHAA 0
puboduasusa dochaTa HATPHA (BIKX)

8. BakTepHanbHbIE SHIOTOKCHHB IMpenenbHOe conepxanue He Gonee 17,5 ED/mn Menee 17,5

(T'D PO°, MeTon A)
9. AHOManbHAA TOKCHYHOCTH JlookeH OHITL HETOKCHIHBIM Heroxcransiit
(T PO")
10. CrepiwibHOCTE Jlomken 66T crepbHEM (T'® PO®, MeToxn CrepHnbHEIN
MeMOpanHoH ¢HIBTpaLHH)
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11. KomaaecTBEHHO® OMpeieieHHE ot 0,0018 mo 0,0022 r/ma C17H2oNNaQsP 0,0019
(pubodmaskha docdara HaTpHA)
(Cnextpodoromerpus)
ot 0,090 5o 0,110 r/mn C4HO4 0,098
(anTapHO# KHCNOTH) (BAXX)
ot 0,1485 no 0,1815 r/mn C7H;7NOs 0,1628
(MermomMuHa) (BXX)
ot 0,0180 mo 0,0220 r/mn CioH12N4Os 0,0199
(mno3mHa) (BOXKX)
ot 0,0090 mo 0,0110 r/mn CeHgN2O 0,0100
(HMKOTHHAMHZA) (BXX)
12. Vnaxoeka IMo 10 mn B ammyms xopudHeBoro crexna. Ha | ITo 10 ma B ammynax
aMIyJTy HAKIEHBAIOT ITHKETKY CAaMOK/ICANYIOCH. KOPHYHCBOIO CTCKJIA.
IMo 5 aMmyn noMemaloT B KOHTYpHYI0 AeltkoByio | Ha aMIyy Hakieena
YNakoBKy H3 TMIHKH MONHBHHIDUIOPHIHOM. | JTHKCTKA
Kontypayio mietikoByio YTIAKOBKY ?;‘:m:;pﬁ oft
TEPMOCKICHBAIOT C IUIHKOH TMOKPOBHOH MIH TueHKOBOH YNaKoBke
(onbrolt aMOMHHHEBOM, HITH OCTABANIOT OTKPRITOR. | 4o rndsxn
1 Wi 2 XOHTypHEIE fueHKOBHE YNIAKOBKH TIOTHBHHHIXTIOPHIHOH.
BMECTE C HHCTPYKIHeH 10 NPHMEHEHHIO MIOMEIAIOT | 2 KOHTYDHBIE
B Nayky H3 KaproHa. [lN4 KOHTPONS NepBOro | AUecikoBie yIAKOBKH,
BCKPHTHA GOKOBBE KIANAHBI NMAYKH MOTYT OMITh | TCPMOCKJIECHHEIE C
3aKIeeHH ¢ JBYX CTOPOH OJTHKETKAMH wiH | 'VICHKOH NOKpOBHOH, ¢
TEPMOCKIIEEHEL. BHCTPYXIRCH 110
NMPHMCHEHHIO
TIOMEIIEHE B NAYKy H3
KapToHa.
13. Mapknposka B coorsercreun ¢ TpeGosannamu PCIT P N003135/01- TpeGosanus
220319, Ham. Ne 1 co6/moNeHb

*- neiictBylomee uanaune I'ocynapcreenno dapmakonen Poccuiickol ®enepaunn

3akmovyenue: cootBercTByeT Tpebosannam OCIT P N003135/01-220319, Hszm. Ne 1

Jlara Benaun nacnopra: 17.02.2020

3asenyromuit KAnJI
Hawamsauk OKK

JldpexTop 1o kadecTBy

Cpox rogsocTH fo: 01 2022

CanxT-lNetepbypr .
HayuyHo-TexHonorMyec -
hapmaLeeTweckan Gvpma

«NONMUNCAH»
ANA QOKYMEHTOB
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PA3PEINIEHME HA PEAJIM3AIMIO
or 27.02.2020

[lpenapaT, ¢opMma BHIYCKa

O®JIABMH pacTro f BH MEEHHOT'O BEeneHust 10 mn W10
Poccurickan denepanus
Cepua 70120
KonmuuecTBOo OO KOHTpoOMSA 11 775 ynk
KonmudecTBo nocjye KoHTpPONA 11 736 yok
N AHaJMTMYeCKOro oacrnopra 83

AHanus NOpPOMBBONCTBEHHON JOKYMEeHT AU
JdoCcke Ha cepMo NpoBepeHo da
Hdocke Ha cepup omobBpeHo Ha

KpuTuueckue OTKIIOHEHUS CTCYTCTBYOT Ja

Cepua npousBemeHa M MPOKOHTPOJMPOBAHA B COOTBETCTBUM C JIMLeH3Mnen
Ha NIpOMBBOACTBO JIEKAPCTBEHHHX CPeICTE, TpeBoBaHMAMU
PerMCTPAUMOHHOTO IoCke, TpeOCOBaHUAMM OpPTraHU3ALMKM TIPOU3BONCTEA U
KOHTPOJIA KadecTBa JIEKAapCTBEHHHX CpencTB (npaBus GMP), a Taxxe
MHEMM TpeDOBaHUSMU IelcTBYOmeTo =2aKoHONATeNbLCTBA.

lIponykuusa paspelleHa K pealiM3alLuM da

YIIONHOMOYEHHOe JULO

Benyumi MHXeHep o
KadeCcTBY CrenaHoBa M.C.

(nomxHOCTE ) (no;muce,}/ (pacmdpoBxa nODNMCH)

HOJ’IOX’CEHMG O JivMie, OTBeTCTBEeHHOM 3a BHIIIYCK cepmn ( yi‘[OJ’IHOMO"—IeHHOM
JMue IO xadecTBy), maTa yrs. 05.12.2019







