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CrneunduKains Ha HCXOAHbIE MATEPHATHI < CHC-KO-14-0297/2-05
~ Crp.l ma3
Jlata speeHus ¢ BeoauTes B3aMeH: Heiictayer no: IMprunna: akTyann3aums
0 {.03 2024 CIIC-KO-14-0297/2-04 BeccpotHo
or 22.11.2023
JOKCUIIUKJ/IMHA I'HKJIAT
Doxycyclini hyclas
DOXYCYCLINE HYCLATE
KonTpoas kauecrsa no H/L 9-12C-2022
Cocrasuwin Coraacosann Yrsepana
Homnoets: xumuk | kareropun AJ1 | Homkrocts: Hasansank OKK JonaHocTs: 3am b~
= K /Pnoro anpe ecTBy
MO®: M.B.babxanuesa HO®: O.B. HO®: T.B.barypo.!
Moanucs: S EULf TMoanues: /| Noanwce:
Jdara: 2% 02 2024 Hara: 2902 2024 7 Jara: 2903 R02Y

Homxrocrs: mukpobuonor Il karero-
pHH

o )

JIOIKHOCTE: 3AMECTHTE B HAYANILHM-
xa AJl

HO®D: B.O.Paruuko

HO®: HA Maawiruia /. /

Moanucs: _— _

Toanues: 7.

lara: 29 02, 1‘62"-!

Jav:  24.0% 2024

JonanocTs: Havansauk MBJ1

HOD: C.B. —
IMoanwes:( o

Jara: 379 02.202Y

Honxrocts: Havansunk OCuP

HO®D: O.A . Bpem

[Moanuce: =

Jlatla: 2.9 02,..102Y

JlonmanoceTs: HadansHuk 03

HO®: U A Hosax

[Noanucs:

Jlara: 28 02 Lz

/
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HJ1 9-12C-2022

0AO »
CrieundpmKkaums Ha HCXOAHBIC MATEPHANIB! JRETILENc-Ko-14-0297/2-05
Crp.2 u3 3
Ne [MapameTphi MeToss! Metonuku Kpurepuu
n/n KOHTPOJIS HCITBITAHUH NPHEMJIEMOCTH
1 [Tpumenenne - - Joxenumknun, kancynst 100 mr
juis Apmenns, Pb, Tapknkucrana,
TypkMmeHucTana
2 Haumenosanue no-
Kasarened kavecrsa:
2.1 Onucanue Busyansusiit COIl-KO-14-102 Kenrsifl KpHCTAUUITHYECKHA 110po-
(cnolicTa) 'oPBILS.11 wok. 'Mrpockonnyex.
Jlerko pacTBOpMM B BOJIC H MeTa-
HOJIE, YMEPEHHO pacTBopuM B 96 %
criipre. Pactsopsercs B pactsopax
IMAPOKCHAOB M KapOoOHaTOB Lle-
JIOYHBIX METAIOB.
2.2 loanmuuuocTs
(naeHTHOHKALNA):
A. KnnxoctHas I'd PB L, 2.2.29 | Pazgen «llommnnocte | A. OcHOBHON NHK Ha Xpomaror-
xpomarorpadus (npenTudukauus) Ay | paMMe HCIBITYEMOIO pacTsopa 1o
HA 9-12C-2022 BPEMEHH Y/ICPKHBAHHS COOTBETCT-
BYET OCHOBHOMY MHKY Ha XpOMaTO-
rpamMme pacTBOpa cpasHeHHs (a)
B. Kauecrsennas I'®PBIL, 2.3.1 | Pasgen «llommunocts | B. INossasercs xenroe okpamnsa-
peaxuus (nnenTrduxaums) By HHE
HJ19-12C-2022
C. Peakuus (a) Ha I'® PBIIL 2.3.1 | Pasnen «lTojumunocts | C. Jlaer peakumio (a) Ha XJa0pHiibl
XJOpH/IbI (nnenTrduxamns) Cr»
HJ1 9-12C-2022
23 pH F'®PHIL 223 | Paznen «pH» Or2,0 10 3.0
HJ1 9-12C-2022
2.4 OnTnaeckas I'd PB 11, 2.2.25 | Paszaen «OnTHyeckas He Gonee 0,07 npu anuHe BONHLI
WIOTHOCTH IJIOTHOCTB» 490 um (B nepecuere Ha Ge3poaHoOe
HJ1 9-12C-2022 H cBoDOAHOE OT 3TaHONa Bemle-
CTBO)
2.5 Conyrcrsytomme | I'® PB 11, 2.2.29 | Pasaen «Conyrersyio-
NPHUMECH: IIIHE TIPHMECH
- npHMech A HJ 9-12C-2022 He Gonee 2,0 %
- npameck F He Gonee 1,2 %
- npumecs B He Gonee 0,5 %
- npumeck C He Gonee 0,2 %
- HecneunpuIpo- He 6onee 0,10 %
BaHHBIC IPHMECH
- CyMMa npuMeceit He Gonee 3,0 %
2.6 Dranon '® PB I, 2.2.28 | Pasnen «Dranon» He menee 4,3 % u ue Gosee 6,0 %
HJ1 9-12C-2022
2.7 Bona ®PBII, 2.5.12 | Pasgen «Boaa» He menee 1,4 % u ue Gonee 2,8 %
HJ19-12C-2022
2.8 Cynsparnas 30- | '@ PEII, 2.4.14 | Pasgen «Cynwarnas He Gonee 0,4 %
na 30na»
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CreunuKaims Ha HCXOANBIC MATEPHANTLI -KO-14-0297/2-05
Crp.3 u3 3
Ne [NapameTpsi Merozan Meronuku Kpurepun
n/n KOHTPOJIS HCnbITaHKi IPHEMJIEMOCTH
2.9 Ocraroynsie ko- | ' PBII, Paznen «Ocrarounsie I'®PBIL 54
nMyecTsa opraiuye- | 2.4.24,2.2.28 KOJIHYECTBA OpraHuye-
CKHX pacTBOpHTEICH: CKHX pacTBOpHTE/NCH)
- XJIOpaTaH HJ1 9-12C-2022 He Gonee 600 ppm
2.10 Konnuectsen- | '® PB 11, 2.2.29 | Pazzen «Konnuyecrsen- | He menee 95,0 % u ne Gonee 102,0 %
HOE OTpeJie/ieHHe HOC ONpeIe/ICHHE) B nepecuere Ha Ge3poaHoe H cBOOO-
HJ1 9-12C-2022 HOE OT 3TaHOJIA BEIIECTBO
2.11 Mukpobuono- | I'® PEII, Meroauka uensranuit | F'O PB 1L, 5.1.4
rHYECKas YHCTOTa: 2.6.12,2.6.13 AM-12-0297/72
- obumee KOJIHYECTBO COIl-KO-12-197
a’po6os (OKA) 10° KOE/r
- obmee KOJIHYECTBO
rpubos (OKTI") 10° KOE/r
- Escherichia coli Orcyrersne s | r
3 | Or6op npob - B coorsercTBuH cO -
CTaHAapTHOMH onepanu-
OHHOMH npoueaypoi:
COI1-KO-14-057,
COIT-KO-12-024
4 | O6vem KOHTPOIB- - - AJl: 28,0 r
| HO# npoBk MBJI: 20,0 r
5 YenoBus XpaHeHua - - B nnoTHO 3akpeiToM KOHTeliHepe B
JAUHIICHHOM OT CBETa MecTe
6 | Cpoxk rosHocTn - - 4 rona
7 | Ynakoska - - JIByxcnolHbie  NOJMHITHACHOBLIE
MCIIKH B OyMaXXHOM MeliKe, BIO-
JKEHHBIE B KapTOHHBIC Oapabannl
8 | Harotosurens - - Yancheng Suhai Pharmaceutical
Co., Ltd., Kuraii
9 | Kon - - 120137




