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0AO «B3MII»

CrieumdmKaims Ha HCXOAHBIE MATEPHAIbI

CI1C-KO-14-0092/1-14

Crp.2m3 4
Ne [MapameTpsi Merozsl MeTotmKkH Kpurepun npHeMIeMOCTH
n/n KOHTPO.14 HCIBLITAHHH
| [Mpumenenue Koenn-6ensoar wnatpHs, pacrsop Ui
noakoxkHoro peeaenns 200 Mr/ma
I lutpamon-bopumen, TabneTkn
2 HanmeHoBanue rno-
Kasaresnei KavecTsa:
2.1 Onucanue Busyansuwpit | COIN-KO-14-102 Benwiit wan noury Oeablf KpHCTALIHYC-
(csoiicTna) I'® PBII, ckuit nopowok aubo Oeable HIH NOYTH
Tom 1,5.11 OeIbie LEIKOBHCTHIE KPHCTAILILL.
YMEpeHHO pacTBOPHM B BOJIC, JIETKO pac-
TBOPHM B KHMIISIUEH BOJE, MAIO PacTBOPHM
B 96 % cnmpre. Pactopaercd B KOHIEH-
TPHPOBAHHBLIX pacTBopax O€H30aTOB H Ca-
JIHIH/ATOB LIE/I0YHBIX METALIOB.
Jlerko cydnmmmupyercs.
2.2 [MoutHHHOCTD
(unenTudukana)
A. Temneparypa I'®o PB I, Pasnen  «lloanun- | A. Ot 234 °C no 239 °C
TJIABJICHHA toM 1,2.2.14 | wocts  (maenTudm-
Kanus) A»
HJ1 PB 0856C-2019
B. UK-cnexTp I'd PB I, Pasnen  «lloumn- | B. MK-cnekrp nponmyckaHust HCIBITYEMOro
tom 1.2.2.24 | Hoets  (uaentudu- | obpasia J0/KeH COOTBETCTBOBATL CHEKTPY
kauus) By nponyckauus CO xodenna (EP CRS) win
HJ1 PE 0856C-2019 | cniekTpy, Npe/ICTARICHHOMY Ha pHCYHKE |
C. Kauecrsennas B cootserct- | Paznen  «llowmn- | C. Jlomken BbiiepKHBaTh TpeGOBaHHH
peaKIHs Bun ¢ HJL HoCcTh  (MaeHTHGH-
kauus) Cr
HJ1 PB 0856C-2019
D. Kauecrsennas B coorserct- | Panen  «lloumn- | D. INossiasercs HHTEHCHBHOE CHHEE OKpa-
peaKius Bun ¢ HJ| HocTh  (MaeuTHdu- | IMBaHKE
kaumns) Dy
HJ1 Pb 0856C-2019
E. [Toreps B macce I'® PB I, Painen «llorepa B | E. Boutepxusaer ncnniranue «lloreps s
npy BeiCymMBaHMH | Tom 2, 2.2.32 | Macce NpPH BBICYIIH- | MACCe NPH BBICYIIHBAHHHY)
BAHHHY
HJ1 PB 0856C-2019
F. Peakumsa na kcan- | '@ PhII, Paznen  «lloanun- | F. Jlaer peakiMio Ha KCaHTHHbI
THHBI tom 2,2.3.1 | woers  (mnentudn-
kauus) F»
HJ1 Pb 0856C-2019
2.3 po3paunocts 'd PBHIL Paznen  «llpospau- | PactBop S n0mKeH ObiTh MPO3PAYHBIM
pacTsopa Tom 1,2.2.1 HOCTH PACTBOPA»
HJ1 Pb 0856C-2019
2.4 Ilsetnocts pac- | '® PB I, Pasnen «llernocts | Pacteop S nomken ObiTh GecuseTHbIM
TBOpA tom 1,2.2.2, | pactBopa»
meton Il HJ1 Pb 0856C-2019
2.5 KnenotHocth B coorserct- | Paznen «Kucnor- He Gonee 0,2 s 0,01M pacrsopa NaOH
Bin ¢ HJ1 HOCTB»

HJ1 Pb 0856C-2019

C stteg




0AO «B3MII»

CrieumpuKaLms Ha HCXOAHBIC MATEPHAITEI

CIIC-KO-14-0092/1-14

# _J Crp.3mad
Ne [MapameTpsl Metoas Metoauku Kpurepu# npHeMaeMocTH
n/n KOHTPOJIA HCIbITAHU

2.6 Conyrcrayioume | F'® PB I, Pasnen «Conyrer-
MPHMECH: ToM 2, 2.2.29 | BYIOIIIHE IPHMECH)

HJ1 Pb 0856C-2019
- Hecneuuuumpo- He Gonee 0,10 %
BAHHAA MPHMEChH
- cyMMa npumeceit He Gonee 0,10 %
2.7 Cynbdars ['®PBII, Pasnen «Cyasdarsy | He Gonee 0,05 % (500 ppm)

tom 1,2.4.13 | HJI Pb 0856C-2019
2.8 Taxensie metan- | 'O P I, Pasnen « Tawensie He Gosee 0,001 % (10 ppm)
Il Tom 1,248, | metannsy
meton C HJ1 PB 0856C-2019

2.9 INoreps B Macce | '® PBII, Pasznen «lloteps B He 6onee 0.5 %
npH BeICYIIHBaHuK | Tom 2, 2.2.32 | Macce NpH BbICYIIH-

BAHWHY

HJ1 PB 0856C-2019
2.10 CynuaTnas I'd PhII, Pasznen «Cynbdart- He 6onee 0,1 %
3o0na ToMm 1, 2.4.14 | nas 30na»

HJ1 PB 0856C-2019
2.11 Ocratounoe I'd PBII, Pasnen «Ocrarounoe | F@ PB I, tom 2, 5.4
KO/M4ecTBO opranu- | ToM 1, 2.4.24, | KOIHYECTBO OpraHuye-
4yecKkux pactsopure- | 2.2.28 CKHX PACTBOPHTE/ICH?
neit: HJ1 Pb 0856C-2019
- xaopodopm He Gonee 60 ppm
2.12 *Bakrepuanshbie | 'O PBII, Metommka npuroa- | He Gonee 0,7 ED na | mr kodenna
HJIOTOKCHHBI Tom 1, 2.6.14 | HoctH

AMBE-12-0092/1

[Tporokon wanuna-

[HH

MMV-MMU-12-525
2.13 Komuuectsen- | '@ PBII, Pasnen «Konuueer- | Or 98,5 % no 101.5 % B nepecuere Ha cy-

HOC ONpe/ie/iCHHE

2.14 Muxpobuosno-
FHYECKas 4HCTOTa:

- Juis crepriibHbIX JIC:
- ol1tee KOIHYeCTBO
aspobon (OKA) n
oflee KonHYecTBo
rpubos (OKI') cym-
MapHO

- FpaMoTpHUATE b=
HbIX HakTepuit, To-

JICPAHTHBIX K KCJIMH,

nubo Bakrepuii ce-
meiictsa Enterobac-
teriaceae

Tom 2, 2.2.20

'@ PBII,

Tom 1, 2.6.12,

2.6.13

BEHHOEC Onpejierie-
HHEN

HJ1 PB 0856C-2019
AM-12-0092/1
MMV-MH-12-061

XOC BEHISCTBO

®PBIl,Tom 1,5.1.4

He Gonee 10° KOE/r

Orcyrcreue B | r

6‘5(‘ '-.’/




OAO «B3MII»

CreundHKaLMA HA HCXOAHBIE MATEPHAITLI

CIIC-KO-14-0092/1-14

Crp. 4134
Ne IMapaseTpsl Meroant Meronnku Kpurepus npueMaeMocTH
n/n KOHTpOJIA HCIBITAHUA
- Pseudomonas aeru-
ginosa Orcyrctsue B | 1
- Staphylococcus
aureus Orcyrereue B | 1
- JUIA HECTEPHIILHBIX
JIC:
- oblee KOaHYeCTBO
aspobos (OKA) 10° KOE/r
- o01ee KOAHHECTBO
rpubos (OKT') 10* KOE/r
- Escherichia coli OrcyrcrBHe B 1 r
3 Or6op npob - B coorsercraim co -
CTaH/IapTHOMH onepa-
LHOHHOM npoueay-
poii:
COI1-KO-14-057;
COIT-KO-12-024
4 Ob6BbeM KOHTPOIIb- - - AJl:300r
HOMH npodsI MBJIL: 31,0 r ans crepuashbix JIC
20,0 r ans vecrepuibibix JIC
5 Ycenosus XpaHeHus - - B 1210THO 3aKphITOM KOHTEHHEpE
6 Cpok rojiHoCTH - - 4 rona
7 | ¥Ynakoska - - [ToMITHIICHOBBIE NAKeThl, BIAOKCHHLIE B
KapToHHsie OapabaHbl, @ TakKe Apyrue
BH/IbI YNAKOBKH, ofecneynBaioime co-
XPaHHOCTH ChIPbs B TCHYCHHE CPOKA rOJIHO-
CTH.
8 H3roroButens - - Shandong Xinhua Pharmaceutical Co.,
Lid., Kurail
9 Koxn - - Jlas crepunsubix JIC - 120335

Jls nectrepunbibix JIC — 120067

NAPEHTEPLILHOIO MPHMEHEHHA.

* Ucnprranns TIPOBOJIAT, €CIIH cyﬁcrmlumr [peHasHaveHa Ui MPOH3BOACTBA JICKAPCTBCHHBIX CPEACTB

o
“ANletler”
P ases;




