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No
n/n

[Tapamerpsi
KOHTPOJIS

MeTtoanl

MeTtoankn
HCITbITaHNI

Kpurepun npueMieMOCTH

[Tpumenenne

AHAIBIMH, PAaCTBOP UIA BHYTPH-
BEHHOTO ¥ BHYTPHMBIIEYHOTO
seeaeHus 500 mr/mn s Asep-
Gaitokana, Apmenuu, ['pysun,
Kazaxcrana, Kupriasmm, Momnno-
i1, PB, PO, Typkmenucrana
Anansrun, Tabnerku 500 Mr s
AsepGaiixana, ['py3nu, Kasax-
crana, Kuprusun, P, PO,
TypkmenncTana, Yi0ekucrana
Cna3smartos, Tabnerku s Ap-
mernH, ['py3un, TamkukncTana,
Typkmenucrana

Cnasmatonnk ", Tabnetkn s PO
Cnasmaron, Tabaerkn 500 mr/

5 mr/0,1 mr s Pb

Cna3smares, pacTBop JUIst BHYT-
PHBEHHOIO ¥ BHYTPHMBIIIEYHOTO
seeaeHns, 500 mr/ma + 2 mr/mn +
0,02 mr/ma s PO

Cna3MaTtoH, pacTsop Ui BHYT-
PHMBIIICYHOTO  BBCIACHHUA JUIA
Apmennn, Knpruzun, Typxme-
HHCTAHA

CniazmartoH, pacTeop JUIS BHYT-
PHMBILICHHOTO BBEJACHUSA

(500 Mr+ 2 mr + 0,02 Mr)/ 1 ma
s Pb

Haumenosanne no-
Kasare/ed Kavecrsa:
2.1 Onucanue
(cBoiicTsa)

2.2 lNoutMHHOCTS
(naeHTHHKALHA):
A. Abcopbunonnas
cnekTpooromerpus

B uudpaxpacroi
obnactu

B. KauecTsenuas
peakuns

BusyansHbii
F®PBIL 511

F'®PBIL 2224

B cooTBeTCcTBHM

¢ HI

COI1-KO-14-102

Pasnen «ITognunnoCTS
(naenTHHKALHS) A»
HJ1 PB 1465C-2020,
M. Ne |

Pasnen «[TomnuuHOCTS
(naenTuduxanus) By
HJ1 PB 1465C-2020,
M. Ne |

Benwili wiam nowrn Gensiil Kpuc-
Tabeckuit nopowok. Oyenb
JIETKO PacTBOPHM B BOJE, pacT-
BopuM B 96 % cnupre, npakTH-
YCCKH HEpPacTBOPHM B METH-
NIEHXJIOpHIE

A. Undpakpacuelit cnekrp npo-
nycKaHHs HCmbITyemoro ofpas-
Ha JOJKEH  COOTBETCTBOBATH
HH(paKpacHOMY CHeKTpy Ipo-
nyckauns CO  merammsona
narpus (EP CRS) wam cnexrpy,
NpeJCTaBJICHHOMY Ha PHCYHKe |
B. Jlo/KHO TIONBHTHECA CHHEE
OKpalllMBaHHe, KoTOpoe OhICTpO
obeciBeuMBacTCs ¥ B TCYCHHE He-
CKO/IBKHX MHHYT IIPEBpAIIACTCS
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Ne [NapameTph Meronas MeToaukn KpuTtepun npuemiaeMocTn
n/n KOHTPOJIA HCITBITAHHA

C. Kavecrsenunas
peaxius

D. Peaxuns (a) na
HATpUH

2.3 llsernocTs pact-
BOpa

2.4 Tlpo3pauHOCTh
pacTsopa

2.5 KucnorHocts
WITH WENOYHOCTh

2.6 ConyrcTByiomme
MPHMECH!

- npumecs C

- npumecs E

- HecneunpHIHpo-
BAHHBIE IPHMECH

- cymma npumMecei
2.7 Cynshars

B cooTBeTcTBHH

¢ HI

e PBIL, 2.3.1

I'OPBIIL 2.2.2,
meton Il

rePBII, 2.2.25

e PBILL2.2.1

B cooTtBeTcTBHH

c HA

e PBII 2.2.29

FOPBIL 24.13

Pazaen «IloumHHEHOCTS
(naenTnduxanns) C»
HJ1 PB 1465C-2020,
Him. Ne |

Pasnen «llopnuunocts
(naenTuduxanns) Dy»
HJ1 PB 1465C-2020,
Him. Ne |

Pazzen «llsetHocTs
pacTsopa»

HJ1 PB 1465C-2020,
nam. Ne |

Paznen «Ilposzpaunocts
pacTBopa»

HJ1 PB 1465C-2020,
H3M, Ne |

Paznen « KHCIOTHOCTD
HJIH LIEJI0YHOCTRY
HJ1 PB 1465C-2020,
M. Ne |

Paznen «Conyrersyio-
LIHE MPHMECH»

HJ1 PB 1465C-2020,
uim. Ne |

Paznen «Cynbharsi»
HJ1 PB 1465C-2020,
M, Ne |

B MHHTCHCHBHO KPacHOE OKpauiH-
BaHHe

C. B reuenne 10 mun B kanse
pEaKkTHBa MOABASKETCH CHHE-(PHO-
NIETOBOE OKpallMBaHHE

D. Jlaer peakuuio (a) Ha HaTpHi

A. PactBop S HenocpeacTBeHHO
nocje TNPHTOTOBICHHA JOJIKEH
ObITh OKpallleH He HHTEHCHBHEE,
yem atanod BY(KX),

*B. OnTHyeckas IJIOTHOCTH NPH
amune Bosubt 400 HM 10mKHA
6uiTs He Gonee 0,07

Pactsop S nomken ObITh Npo3-
patHbIM

He Gonee 0,1 mx 0,02 M pacrso-
pa HaTpHA rHAPOKCHIA Tpedyer-
CH U1 M3MECHCHHA OKPackH HH-
JMKaTOpa Ha PO30BYIO

He Gonee 0,5 %
He Gonee 0,15 %
He 6onee 0,05 %

He 6onee 0,5 %
He 6onee 0,1 %

2.8 Taxensie metan- | I'® PBII, 2.4.8, | Paznen «Tsokensie me- | He Gosnee 0,002 % (20 ppm)
bl MetTon A TAUTHI

HJL PB 1465C-2020,

mam. Ne |
2.9 Moteps 8 macce | 'O PBII, 2.2.32 | Pasnen «IToreps B mac- | O14,9 % 10 5,3 %
TIPH BBICYIIHBAHHH ce NPH BhICYIIIHBAHHH»

HJ1 PB 1465C-2020,

H3m, Ne |
2.10 Ocrarounsie Paznen «Ocrarounsie I'®OPBILS54
KONIHYECTBA OPraHn- KOJIHYECTBA Oprannve-
HECKHX pacTBOpHTE- CKMX pacTBOpHTE/IEH»
nei: HJ1 PB 1465C-2020,
- METAHOJ 'O PBII 2.4.24 | m3am. Ne | He 6onee 3000 ppm

P
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CIOC V)RR wS
Ne [NapameTpnl Metonl Meronnku Kpurepun npuemaeMocTH
n/n KOHTPOJIS HCMBITAHHH
- 3TaHo [®PBII 2424 He Gosee 5000 ppm
- hopmanbaerni ' PBII, 2.2.28 He Gostee 500 ppm

2.11 Konuuecrsen-
HOC OnpejeneHue

2.12 bakrepHaibHbie
IHAOTOKCHHBI* *

2.13 Muxkpobuono-
rHYecKas YHCToTa:
JUTA CTEPHITBHBIX
JIT:

- obiee KonMYeCcTBo
aspobos (OKA) u
ofee KoIHYecTBo
rpubor (OKTI') cym-
MapHO

- rPaMOTPHIIATE b~
HbIX DakTepHii, To-
NEPAaHTHBIX K WKeIH,
aubo Haxrepwuii ce-

F'ePBIL 2.2.90

F'®PBII2.6.14

['®PHII,
26.12,2.6.13

Paznen «Konuyecrsen-
HOE Olpe/Ie/ICHHEY

HJ1 PB 1465C-2020,
aam. Ne |

MeTtoanka HCTBITAHHA
AMBE-12-0013/1
COIT-KO-12-059
Meroauka HenbsITaHui
AM-12-0013/1
COI1-KO-12-197

He menee 99,0 % wu ne Gonee
101,0 % B nepecuere Ha cyxoe
BEIECTBO

He Gonee 0,14 ED na 1 mr me-
TAMH30/18 HATPHA MOHOTHJIpaTa

®PBILS5.1.4

He Gonee 10> KOE/r

meiictea Enterobac-
teriaceae OrcyrctBue B 1 1
- Pseudomonas ae-
ruginosa OrcyrcrBue B 1 1
- Staphylococcus au-
reus Orcyrcteue B 1 1
JUIA HECTEPHITHHBIX
JIIT:
- ob1ee KOJIHYeCTBO
aspoGos (OKA) 10° KOE/r
- ob1ee KoMHYecTno
rpubos (OKI) 10 KOE/r
- Escherichia coli Orcyrersue s |
3 | OrGop npob - B coorsercrauu co -
CTaHMapTHOI onepau-
OHHOM npoueypoi:
COI1-KO-14-057,
COI1-KO-12-024
4 | ObbeM KOHTPOIB- - - AJl: 550r
HOH npoGh MBJI:
31,0 r — suna crepuasubix JITT
20,0 r — ang HectepunbHbix JI
5 | Ycnosus xpaneHus - - B nioTHO 3aKkpeITOM KOHTEHHEpE

B 3AUIHIINEHHOM OT CBETA MECTE
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Ne IMapamerpni Mertoas MeToanku Kputepus npuemieMocTs

n/n KOHTPOJIsi HCNBITaHWHA

6 CpoK roasocTu - - 3 rona

7 Ynakoska - - [MonuaTHNCHOBLIC NAKeThi, BJIO-
KEHHBIC B KapToHHBIe Gapabanbl, a
TAKXKe JApYrHe BHIBI YNAKOBKH,
obecnieynBalOIMe  COXPAHHOCTH
ChIpbS HA MPOTAKEHHH CPOKa roj-
HOCTH

8 HarotoeuTens - - Wuhan Wuyao Pharmaceutical Co.,
Ltd., Knrai

9 Kona - ~ 120088 — juis npou3BoOACTBA

JITT Anansrus, Tabnerku S00 mr
120174 — ans npon3soACTBa

JIIT Cnasmaton, Tabnetky;
Cnasmaron, Tabnerku 500 mr/ 5 mr/
0,1 Mr;

CrasmaTonuk”, Tabnerxs

120292 — ans npoussoacTsa

JITT AHaubruH, pacTBOp /UL BHYTPH-
BEHHOIO M BHYTPHMBILICYHOTO BBE-
senns 500 mr/ma;

Cnasmaren, pacTsop IS BHYT-
PHBEHHOIO M BHYTPHMBILIEHHOIO
seesenns, 500 mr/ma + 2 Mr/mn +
0,02 Mr/m;

Cna3MaToH, pacTBOp IS BHYTPH-
MBILIEYHOIO BBCJACHHUS,
Cnia3MaroH, pacTBOp JUls BHYTPH-
Mblmegroro seeaeHus (500 mr +

2 mr + 0,02 Mr)/ 1 ma

* — nonoauuTensHoe Tpebosanne OAO «B3MIT» ans NPOH3BOACTBA JEKAPCTBEHHLIX NPENapaTos na-
PEHTEPATBHOIO PUMEHEHHA.

*¥ _ HCHBITAHKE MPOBOAT, €M CYOCTaHIHA NPEIHAIHAYEHA JUIA IIPOU3BO/ICTBA JIEKapCTBEHHBIX
NPEnapaTos NapeHTEPATLHOIO NPHMEHEHHA.




