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CneunduKaums Ha HCXOAHBIE MaTePHAIBI

Jlata pBeneHus c:
0308 2023

Broaurca B3ameH:
CIIC-KO-14-0149/1-06
or 15.05,2023

TR d-14-0149/1-07

Tp.l n34

Jeitctyet Aor
GeccpovHO

+ . H3aums

JTUKJIO®EHAK HATPUS
Diclofenacum natricum

DICLOFENAC SODIUM

Konrpoas kauecrsa mo H/L Pb 1220C-2017,

u3m. Ne 1, Ne 2

Cocrasuan

Coraacosanu

JlomkuocTs: XuMHK | kateropun
AJl

JO/IKHOCTE: HAMAIbHHK O}KK

HO®: M.B.babxanuena

HOD: O.B.

Moanues: ba oL/

[Moanucs:

[Moanuces:

N AL/

Jdara: 3407 2023 Jlata: O4.OR. 20270 Jlata: 02 08 2023
Jonxuocts: MukpoSuonor I kare- | JlomkHOCTE: 3aMeCTHTE b HAYANBL-

TOPHH 2 Huka AJl

HO®D; B.O.Pa HOD: H A Mansiruna

Hoannch” F~Zm— Moanmuce: ! }g{

Jlara: £~ 34,07 2023 Jara:  02.08 %02,

JlonxnocTs: Guojior | kareropum

Jlonmuocts: Havansank MBJI

HOD: MA Depunna

HO®: C.B.IN'osepkosa

IMoanuce:

ﬂozlm«:b%,
Jlara: 34.04. 2023

Jlata: oM. CR 2033

JommuocTs: HavatbHuk OCuP

HOD: O.AB /
TMoanucs: A%
Hara:  O(D8 /2023

JlONMKHOCTE: 3aMECTHTETb HAa4ab-
nuka O3 7

HO®: U.A.Hosak
TMoanucs: 7 _~—
Tlara: 0.0, 7

i
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Ne |Tlapamerpst KOHTPOSA Meroas! Mertoankn Kpurepun npreMieMocTH
n/n HCTILITAaHWH

1 |Ilpumenenne - - Jluknodenax HATPHA, Masb Ui
HapyxHoro npumenenns 10 Mr/r
Juknodenax HaTpus, pacTsop
JUIA BHYTPHMBIIICHHOI'O BBE/ICHHS

25 mr/mn
2 Haumenosanne no-
KasaresieH Kavecrsa:
2.1 Onucanue BusyanbHbii COI1-KO-14-102 Benwiii man Gensifl ¢ KEATOBATHIM
(coficTsa) FoPBILS.11 OTTEHKOM KPHCTAUIHYECKHH Mo-

pomok. Ciierka rHrpOCKONHYEH.
VMepeHHO pacTBOPHM B BOJE,
JIETKO PAacTBOPUM B METaHole,
pactsopuM B 96 % cnupre, Mano
PacTBOPHM B AUETOHE.

Temmniepatypa niaasjaeHus: OKOIO

280 °C ¢ paznoxeHHeM.
2.2 TlouTHHHOCTH
(unenTrduxauns):
A. AGcopbunonnas  |I'® PB 11, 2.2.24 |Pasnen «Iloumunocts |A. Wudpakpacusiii cnektp mpo-
criektpodoToMeTpHA (naenTudmkanms) A» |myckaHus HCnbITyeMoro obpasua
B HHppakpacHoit 06- HJIPB 1220C-2017, |aomkeH cooTBeTcTBOBAaTH HH(pa-
nacTH Ham. Ne 1, Ne 2 KPacHOMY CHEKTpYy [MPONYCKaHHA
CO mmxnopenaka warpus (EP
CRS), I'CO amknodenaka HaTPHUA
(M23-010) (I'CO  11556-2020
(MC02265:2020)) wan THNHYHO-
MY CHEKTPY, NPEACTABICHHOMY Ha
pucynke |
B. TCX I'® PB 11,2227 |Pasgen «[lommunocts (B, Ha Xpomarorpamme HcnbiTye-
(unenTudukanus) B»  |Moro pacrsopa oOHapyKHBacTCs
HJ1 PB 1220C-2017, |OCHOBHOE NATHO, COOTBETCTBYIO-
n3m. Ne I, Ne 2 miee Mo PacnoNoKEeHHIO H paMe-
pY OCHOBHOMY TIATHY Ha XPOMATO-
rpaMme pacTsopa cpasHeHHs (a)
C. Kauectsennasn pe- |B coorsercrsun ¢|Pasnen «[Tojmunocts [C. Tlossasercs cuHee oKpamisa-
aKuMA HJL (naentudukauun) C»  |Hue u obpazyercs 0cauok

HJ1 PB 1220C-2017,
M, Ne 1, Ne 2
D. Peakuus (b) na F®PEIL 2.3.1  |Pasnen «ITommunocets |D. PactBop naer peakunio (b) Ha

HaTpHil (nnenTHduxauus) Dy |narpuii

HJ1 PB 1220C-2017,

wam. Ne 1, Ne 2
2.3 Ilpo3pa4nocTs F®PBIL22.1 |Pasaen «llpospau- Pacteop S nmomken ObiTh mnpo3-
pacTeopa HOCThH pPacTBOpPa» PaYHbIM

HJ PB 1220C-2017,
Him, Ne |, Ne 2
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Ne |TlapameTpst KOHTpPOS MeTtons! Meroaukn Kputepuu npuemMaeMocts
n/n HCTIBITaHHH
2.4 Onruveckas I® PBII, 2.2.25 |Pasnen «Ontuueckas |He Gonee 0,05 npu 440 um
IUIOTHOCTh MJIOTHOCTBY
HJ1 Pb 1220C-2017,
nam. Ne 1, Ne 2
2.5 Conyrersytoume |I'® PB 11, 2.2.29 |Paszen «Conyrersy-
NPUMECH: OUIHE MPHMECH )
- MpHMeECh A HJ PB 1220C-2017, |He Gonee 0,20 %
- npumecs F n3M. Ne 1, Ne 2 He Gonee 0,15 %
- Hecneunpuunpo- He Gonee 0,10 %

BaHHBIC TPHMECH
- CyMMa npuMeceit
2.6 N-pennn-N-
xnopauetun-2,6-
JNXJIOPaHHIHH

2.7 lMorepsa B Macce
NPH BLICYITHBAHHH

2.8 KosmmyecTsenHoe
onpejieneHne

2.9 *bakrepnanbHblie
IHAOTORCHHBI

2.10 Mukpobuonoru-
qecKas YHCTOoTa:

- ofiee KOMHHECTRO
aspobos  (OKA) n
obuiee  KOIHYECTBO
rpubos (OKI) cym-
MapHO

- IpaMOTpHUATE/Ib-
Hbix OGaktepu#i, Tone-
PAHTHBIX K IKEN4H,
nmubo Oaxrepuit  ce-
mefictsa Enterobacte-

F'oPBIIL2.2.29

o PBII, 2.2.32

e PHIIL2.2.20

F'OPBIL 2.6.14

IF'®PBII, 2.6.12,
2.6.13

Pazznen «N-ennn-N-
xnopaterui-2,6-
JHXJIOPAHHIIHHY

HJ1 PB 1220C-2017,
Ham, Ne 1, Ne 2

Pasnen «Ilotepa B
Macce MpH BbICYIIHBa-
HHH)

HJI PB 1220C-2017,
wam. Ne 1, Ne 2

Paznen «Konnye-
CTBEHHOE Onpejene-
HHE»

HJ1 PB 1220C-2017,
M. Ne |, Ne 2
MeTtoauka nenbrranuit
AMBE-12-0149/1
COI1-KO-12-059
Meroauka HenbITaHu i
AM-12-0149/1
COIT-KO-12-197

He 6onee 0,40 %
He Gonee 7.5 ppm

He Gonee 0,5 %

He menee 99,0 % u we Gonee 101,0 %
B IEpecUeTe Ha CYX0e BEIIECTBO

He Gonee 4.6 ED na | mr aukno-
(enaka HaTpus

IF'®PBILS5.1.4

He Gonee 10> KOE/r

riaceae Oreyrersue 8 1 1
- Pseudomonas aeru-
ginosa Orcyrcreue B 1 1
- Staphylococcus au-
reus Orcyrersue s | r
3 | Or6op npob - B coorserctBHM cO -
CTaHAapTHOR  omnepa-
LHOHHONA npoueypoit:
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[ JKISMINAD Crd s d

No |Tlapamerpsl KoHuTpOIs Metonn MeToankn Kputepun npremMaeMocTs
n/n HCnbITaHHH
COI1-KO-12-024;
COI1-KO-14-057
4 O0BeM KOHTPOITb- - - AJl: 26,0r
HO#H 11po0Obi MBJI: 31,0

Yeiosus XxpaneHus

B BO3AYXOHENPOHHIIAEMOM KOH-
TeliHepe B JAlMINEHHOM OT CBETa
MmecTe

Cpok rogHocTn

4 rona

VYnakoska

[NonuaTuneHoBble MNaxKeTsl, BJO-
AeHHble B KapToHHBle Gapabanbl,
a TaKKe JApYrHe BHIIbI YIIAKOBKH,
obecnieunBalOIME  COXPAHHOCTH
ChIphs B TEHCHHE CPOKA MOJIHOCTH

Maroroenrens

Henan Dongtai Pharm Co., Ltd.,
Kurait

Koxa

120055

* . HCIBITAHHE TIPOBOJAT, e/ CyOGCTaHIINA NPe/IHa3HAYeHA JUIS TPOH3BO/ICTBA IEKAPCTBEHHBIX Mpera-
patoB NapeHTEPaIbLHOIO IPUMEHEHHS.




