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L) TRITE

B. AGcopbunonnas
cnexrpothoTomeTpHs
B yabTpadHoneTo-
BO# 1 BHaMMOH 00-
NACTHX

C. AGcopbunonsnas

cnekTpooTOMETpHA

B HH(ppakpacHoH
obnacTu

D. Kayecrsennas
peaxima

E. KauecrseHnas

I'®PBII, 2225

O PBIL 2224

B cooTBeTCTBUH

¢ HJ

B cooTBeTcTBHH

HJ1 Pb 0844C-2019
(penaxums 2023 1)
Pasnien «IloumHHHOCTS
(naenTrdukanns) By»
HJ1 PG 0844C-2019
(peaaxums 2023 r)

Pasnen «IToutmHHOCTD
(naenTuduxanns) C»
HJ1 PB 0844C-2019

(penaxums 2023 r)

Pasnen «IlTomMHHOCTD
(nnenTndukamus) D»
HJ1 PB 0844C-2019
(penaxums 2023 r)
Pasnen «lToumaHBROCTD

Ne [NapameTpsi Meroznsl MeTroankn Kpurepun npreMaemMocTH
n/n KOHTPOJIS HCIBITAHHA
1 IMpumenenne - - WUuaomeranmn, Maib UIS Hapyx-
Horo npumenenns 100 Mr/r
TpoxcuTamnms, reib Ui HAPYKHO-
ro NPHMEHEHHA
2 HanmeHnosanue no-
Kasareseit kayecrsa:
2.1 Onucanue Busyanbnbiit COI1-KO-14-102 Benwit uaM KenThifl KPHCTALIN-
(cBoiicTna) OPBILS. 11 geckuii nopowok. [IpakTuyecku
HEpacTBOPHM B BOJE, YMCPCHHO
pactsopum B 96 % cnupre.
I'®PBILSY9 O6nanaer noaTHMOPHHIMOM
2.2 lNopmHHOCTD
(uaeHTHOHKALMA):
A. Temneparypa I'd PB 11, 2.2.14 | Pasgen «llommmunocts | A. Ot 158 °C 5o 162 °C
IUIABJICHHSA (uaenTHAKaMA) A»

B. VYastpaduonerossli CnekTp
NoJIy4eHHOro pacTsopa B obnacTu
or 300 aM mo 350 BM JoiKeH
HMETh MAKCHMYM [OIJIOHICHHS
npu 318 HM.

VaensHbifl noxasareias noraoue-
aHs B Makcumyme: ot 170 10 190
C. Uudpakpacubiif CHeKTp mpo-
yCcKaHus MCneITYeMoro obpasua
J0JDKEH COOTBETCTBOBATH HH(pa-
KPacHOMY CHEKTPY MpONyCKaHHs
CO unpomerauuna (EP CRS)

D. TNossasercs GHonCTOBO-PO30-
BOC OKpaIlnBaHHE

E. PacTBop craHOBHTCS npo3pati-

peakuus ¢ HA (uaenTudukauus) E» HBIM H rossjsercs Gpuoneroso-
HJ1 Pb 0844C-2019 pO30BOE OKpalIHBAHKHE
(penaxims 2023 1)
2.3 Conyrersyiomme | [® PB 11, 2.2.29 | Pasaen «Conytersylo-
IIPHMECH: [IIHE [IPHMECH»
- HecneunuIrpo- HJ1 PB 0844C-2019 He 6onee 0,10 % ans xaxof
BAHHBIC IIPHMCCH (pesaxums 2023 r) NpHMECH
- CymMMma npuMeceidt He Gonee 0,3 %
2.4 Tamensie Metan- | F® P11, 2.4.8, | Pasnen «Tsxensie me- | He Gonee 0,002 % (20 ppm)
bl meron C TAJUIBI)
HJ1 PB 0844C-2019
(pesaxin 2023 1)
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Ne IMapamerpnl Merozun Metoauku Kputepun npreMieMocTH
n/n KOHTPOJIA HCIBITAHHH
2.5 Ioteps 8 macce | F'® PB 11, 2.2.32 | Pasnen «[loreps 8 mac- | He Gonee 0,5 %
NPH BBICYIIHBAHHH Ce MPH BbICYIIHBAHHH?
HJ1 PB 0844C-2019
(penaxms 2023 r)
2.6 Cyantarnas 30- | [® PB 11, 2.4.14 | Pasnen «Cynsdarnas He Gonee 0,1 %
na 30nan
HJ1 PB 0844C-2019
(penaxims 2023 r)
2 7 Komuuectsensoe | I'd PB 11, 2.2.29 | Pasnen «Konmuecrsen- | He menee 98,0 % u me Gonee
onpejelieHne HOe onpejesieHHe» 102,0 % B nepecuere Ha cyxoe
HJ1 PB 0844C-2019 BEIICCTBO
(penaxuma 2023 r)
2.8 Mukpobuonorn- | '® PB I, Meroauka ucnbiranuit | O PBIL5.1.4
yeckas HHCTOTa: 2.6.12,2,6.13 AM-12-0057
- obuiee KOIMYECTBO COI1-KO-12-197
aspobos (OKA) #
ofiiee  KOJIHYECTBO
rpubos (OKI') cym-
MapHo He Gonee 10° KOE/r
- FPAMOTPHIATE Th-
Hbix GaxTepui, To-
JICPAHTHBIX K HEIIH Orcyrersue B 1 r
- Pseudomonas ae-
ruginosa Otcyrersue s 1 r
- Staphylococcus au-
reus Orcyrersue B 1 r
3 Or6op npod - B coormercTBHH €O -
CTAHJIAPTHOH onepaim-
OHHOMH npoueaypoi:
COI1-KO-12-024;
COI1-KO-14-057
4 | O6beM KOHTPOIIL- - - AJl: 270r
HO#H 1poOs! MBJI: 30,0 r
5 Yceaosus XpaHeHus - - B m10THO 3aKpLITOM KOHTEHHEpE
B 3AUIMIIEHHOM OT CBETa MecTe
npu Temneparype ue spime 25 °C
6 | Cpok roanocti - - 4 roja
7 Ynakoska - - JIBOHHBIC NMOTHITHICHOBBIC NaKe-
Thl, BJIOKCHHbIE B KapToHHBIE Oa-
pabanbl, a TaKKe ApyrHe BHIBI
YNAKOBKH, ObecreunBalomume co-
XPaHHOCTb CHIPbA B TEYCHHE CPO-
K& roJAHOCTH
8 Usrotosutenn - - CSPC Ouyi Pharmaceutical Co.,
Lid., Knrait
9 | Koa - - 120061




