OAO «b3 KO nOnasEld
CreunpHKaims Ha HCXOAHBIE MATEPHAIEI et 5 CHC-KO-14-0297/2-02
JR3SMIYTR Crp. | u3 3
Jata sBesienns ¢: Bsojures s3amen: Je#ctayer n0: 1ﬂpwmma: AKTYANHIALHA
23.01. 2023 CIC-KO-14-0297/2-01 ot | Geccpouno
19.08.2022

JOKCHUIUKJIMHA I'HKJIAT
Doxycyclini hyclas
DOXYCYCLINE HYCLATE
KouTtposb kauecrsa no 9-12C-2022

Cocrasu CorjiacoBajin Yreepana
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Moanucs: po € 1t Moanues:  \ ~ Moanmucy: <= T’jk

Jlara: 1K.01. 2023 Jlara: 20 04, 20234 /. Hara: RO O1 ;
JlomauocTs: Mukpobuonor Il katero- | Jl0/KHOCTE: 3AMECTHTEb HAYAILHH- 2
PHH ka AJl

HO®: B.O.Paraugo HOD: HA Manwiruwa  ~,

Moanwucy: ~ /7 Moanucs: SN

Jlara: 7 418.01 2023 Jlava:  20.01 2023 7

JlonkuocTs: Havanbink MBJ1

HOD: C.B.I' oBa
Jlara: 49 o Zp23
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OAO

Cncumbuxaum HA HCXOIHBIC MATEPHATLI

- —
Fﬂi«" TR TR OCHKO-14-0297/2-02

(cBoiicTBa)

2.2 [loanHHOCTS
(maenTnduKanns):
A. Xujakocrras
xpomarorpadus

B. Kayecrsennas
peaxius

C. Peakuus (a) Ha
XJIOPHIIbI

2.3 pH

2.4 OnTuveckas
MJI0THOCTh

2.5 Conyrcrsyioume
IPHMECH!

- npHMech A

- npumecs F

- npumecst B

- npumecs C

- HecneuHPHIHPO-
BAHHBIE NIPHMECH

- CyMMa npumecei
2.6 Dranon

2.7 Boana

2.8 CynnpaTHas 30-
na

2.9 OcTaTo4HbIC KO-
JIHYECTBA OpraHHye-

CKHX pPacTBOPHTE/IEH:

[®PBIL 5.1

D PBII 2.2.29

B coorsercrsuu

¢ HII

o PBIL23.1

e PbIL 223

F'®PBII, 2.2.25

roPeIlL 2.2.29

rePhILL 2228

'eoPbIIL25.12

e PBIIL 2.4.14

I'® PBII,
2424,22.28

Paznen «lloiuHHOCTD
(naeHTHUKanng) A»
HJ19-12C-2022

Pasnen «llogauuuocts
(naentuduxauns) By
HJ19-12C-2022
Pasnen «ITojutmHHOCTL
(uaenruduxauns) C»
HJ19-12C-2022
Pasnen «pH»
HJ19-12C-2022
Pasen «Onruueckas
ILIOTHOCTB Y
HJ19-12C-2022

Painen «Conyrersyio-
(IIHE TTPHMECH»
HJ 9-12C-2022

Pasnen «ranon»
HJ19-12C-2022
Pasnen «Boaa»
HJ19-12C-2022
Pasnen «Cynbdarnas
301a»

HJ1 9-12C-2022
Paszen «Ocrarounbie
KOJIMYECTBA OpraHHye-
CKHMX pPacTBOpHTEIIEH»

3i3e I Crp. 2 w33
Ne [Mapamerphl Merons Metoauku Kpurepun
n/n KOHTPOJIs HCIBITAHHH [IPHEMJICMOCTH
1 [Tpumenenne - - HJoxkcuumiomn, kancyast 100 mr
s Pb

2 Hanmenosanne no-

Kasarenei KavecTna:

2.1 Onucanue BusyansHeii COIT-KO-14-102 Kenrolfi  KpHCTAUIHYECKHA MOpPO-

wok. ['Hrpockonuyen.

Jlerko pacTBOpHM B BOJC H MeTa-
HOJIe, YMEPEHHO pacTBopuM B 96 %
cnupre. Pactsopserca B pacTsopax
rMAPOKCHIOB W KapOoHaToB wie-
TOYHBIX METAUIOB,

A. OCHOBHOM MK HA XpOMaror-
pamMMe HCHLITYEMOro pacTsopa Mo
BPEMEHH Y/CPKHBAHHUA COOTBETCT-
BYCT OCHOBHOMY ITHKY Ha XpOMATO-
rpaMme pacTsopa cpasHeHns (a)

B. lNogsnserca xearoe OKpalHsa-
HHE

C. Jlaer peakumio (2) Ha XJIOPHLbI

Or 2.0 10 3,0

He Gonee 0,07 npu uiHHE BOIHBI
490 um (B nepecuere Ha GessoaHOE
H cBoGO/HOE OT 3TaHO/NA BellecT-
BO)

He Sonee 2.0 %
He 6onee 1,2 %
He Gonee 0,5 %
He Gonee 0.2 %
He 6onee 0,10 %

He 6onee 3,0 %
He menee 4,3 % u ue donee 6,0 %

He menee 1,4 % u ve 6onee 2,8 %

He Goxnee 0,4 %

O PBIL 54




OAO«BIMID . .. .. .o |
CreundMKaUma Ha HeXOaHbie MaTepHans | | [T M EKO-14-02972-02
croeMIRD Crp. 3 u3 3
Ne [TapameTpsl Meron Meroauku Kpurepuu
n/n KOHTPOJIA HCIIbITAHHH IPHEMIIEMOCTH
- XJIOp3TaH HJ19-12C-2022 He Gonee 600 ppm
2.10 Konuuectsen- | ' PB 11, 2.2.29 | Pasaen «Konuuecrsen- | He menee 95,0 % u e Gonee 102,0 %
HOE OnpejiesicHHe HOE ONpe/e/ICHHE) B nepectiere Ha Ge3pojHoe U cBobO/I-
HJ1 9-12C-2022 HOE OT ITAHOJIA BELIECTBO
2.11 Mukpobnono- |I'® PBII, Metonuka ucnwiranuit | T PBII, 5.1.4
rHYEeCKas YHCTOoTa: 2.6.12,2.6.13 AM-12-0297/2
- ofiee KOIHYECTBO COIT-KO-12-197
aspoGos (OKA) 10° KOE/r
- obuiee KOINYECTBO
rpubos (OKI') 10* KOE/r
- Escherichia coli Otrcyrersue s 1 r
3 O16op npod - B coorsercTBHH CO -
CTaHIapTHOI onepauu-
OHHOfI npoueaypoit:
COI1-KO-14-057,
a COIl-KO-12-024
4 O6BeM KOHTPOJIb- - - AJl: 280 r
HOMH npo0bI MBJI: 20,0 r
5 YcaoBus XxpaHeHus - - B n10THO 3aKpLITOM KOHTEHAHEpE B
—_—— 3ALIHIIEHHOM OT CBETA MECTe
6 | Cpok roanocTy - - 4 roaa
7 Ynaxkoska - - [TonuoTHIICHOBBIE NAKeThl, BIO-
KeHHblE B KapToHuble Gapabansl, a
TAKXKE JIPYTHE BHAbLI YIAKOBKH,
obecneyHBalolIMe  COXPaAHHOCTh
ChIpbA HA NPOTHKEHHH CPOKA roj-
. HOCTH
8 Harorosurens - - Yancheng Suhai Pharmaceutical
- Co., Ltd., Kuraii
9 Kox - — 120137




