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aK3eunnap Cip2ws

Ne
n/n

[TapameTpsi
KOHTPOJIA

MeTtosl

Metomukn
HCITBITAHHH

KpHTepus npHEeMIEeMOCTH

[Ipumenenne

AHQIBIHH, PACTBOP JUIA BHYTPH-
BEHHOTO H BHYTPHMBINEYHOIO
seenerns S00 mr/mn ans Asep-
Gaitypkana, Apmenus, ['py3n,
Kasaxcrana, Ksiprencrana, Pb,
P®, Typkmenucrana

AHQIBIHH, PacTBOP /U HHBEK-
umit 500 mr/ma uis Moniossl
Anransrun, Tabnerku 500 mr s
AsepGaiiokana, ['py3un, Kasax-
crana, Keiprencrana, Pb, PO,
Typxmenncrana, Y30ekucrana
Cnasmarown, Tabnerku s ['py-
3uH, Ta/UKHKHCTaHa
Crnasmaron”, Tabnerxu s Typk-
MEHHCTaHa

Cnasmatonuk”, Tabnetkn i PO
Cna3smaros, Tabnetku 500 mr/

5 mr/0,1 mr ans Apmenun, Pb
CrniazmareH, pacTBOp JUIS BHYT-
PHBEHHOTO H BHYTPHMBILIEYHOTO
sBeaenns, S00 mr/mn + 2 mr/mn +
0,02 Mr/Mn s PO
Criasmaton”, pacTBOp JUIS BHYT-
PHMBIIICYHOTO BBEICHHS

(500 mr + 2 mr + 0,02 mr)/1 ma
s TypkmenucTana
Cna3matoH, pacTBOp JUIS BHYT-
PHMBIIIEYHOIO BBEJICHHNA

(500 mr + 2 mr + 0,02 mr)/1 ma1
s Apmenunn, Pb

HaumenoBanue no-
Kasatesieit kayecTsa:
2.1 Onucanne
(ceoitcTna)

2.2 *TlomHAOCTD
(mnenTHdHKALAA):
A. AGcopbunonnas
cniekTpooromMeTpus

B HH(paxpacHo#
obnacTu

BusyanbHsiit
e PBIL 511

F'oPBII,2.2.24

COIT-KO-14-102

Paszen «IlTomanoCT
(maeHTHOHKaAA) A»
HJ1 PB 1465C-2020,
M. Ne |,

Pasnen 3.2.8.4.2

Bensiit win noutn Genwiit Kpuc-
tamyeckuit nopomok. OueHs
JIErKO PacTBOPHM B BOJE, pacT-
BopuM B 96 % cnmpre, npakTH-
YEeCKH HEepacTBOPHM B METH-
NIeHXJI0OpHIe

A. UndpakpacHslif crnekTp npo-
NyCKaHus HcneITyemoro obpas-

Ha A0MKEH COOTBETCTBOBATH
HH(paKpacHOMY CHEKTpY Mpo-
nyckanus CO  meramusona
narpus (EP CRS) wm cnekrpy,
Npe/ICTABICHHOMY Ha pUcyHKe |
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2K3EMNNAP _drp3 m s
Ne [TapameTpsl Meromi Meronnkn KpuTepun npHeMieMocTH
n/n KOHTPOJIA HCILITAHHHA
B. Kauecrsennas I'doPBIL, 2.3.1 | Pasnen «Ilowmnanocts | B. JIO/DKHO nNOSBATBECH CHHEE
peaxius (mnenTuduxauus) B» oKpalMBaHWe, KoTopoe ObiCTpo
HJ1 PB 1465C-2020, 00eCIBEYHBACTCH M B TEYCHHE HE-
a3M. Ne 1, CKOJIBKHX MHHYT NpeBpalaeTcs B
Pasznen 3.2.5.4.2 HHTEHCHBHO KpacHOe OKpalu-
BaHHE
C. KavecTBennas I'®oPBIL, 2.3.1 | Pasgen «[lopmunocts | C. B teuenne 10 mun B Kare
peaKius (uaenTnduxauns) C» peakTHBa nossaserca cuue-uo-
HJ1 PB 1465C-2020, JIETOBOE OKpalllHBaHHe
wim. Ne |,
Pasnen 3.2.5.4.2
D. Peakuus (a) Ha I'd PBIL, 2.3.1 | Pasnen «llowmanocts | D. Jlaer peakuuio (a) Ha HaTpui
HaTpuii (nnenTHdrKanms) D»
HJ1 PB 1465C-2020,
M. Ne 1,
Pasgen 3.2.5.4.2
2.3 llgernocts pact- | T® PBII, 2.2.2, | Pasznen «LipeTHocTs A. PactBop S HenocpencTBeHHO
BOpa meron 11 pacTBopa» nocjae NPHTOTOBICHHA J0/KEH
HJI PB 1465C-2020, OBITH OKpallleH HE HHTCHCHBHEE,
uim. Ne 1, yem atanon BY(KK)g
Pasnen 3.2.5.4.2
I'®PBIIL, 2.2.25 **B. OnrtHyeckas TIUIOTHOCTh
np JummHe BosHel 400  HMm
nomxkHa 66iTs He 6onee 0,07
2.4 Tlpo3paqHocTh I'®PBII 2.2.1 | Pasgen «llposzpaunocts | PactBop S nomken Owith mpos-
‘pacTBopa pacTBopa» pavuHBIM

B cooTBeTCcTBHH

¢ HJ1 u pa3ne-
nom 3.2.84.2

2.5 Kucinotocts
WJIH [IETOYHOCTE

2.6 Conyrersytomme | '® PB1I, 2.2.29
NpPHUMECH:

- npumecs C

- npumech E

- HecnenuduuHpo-
BaHHbIC NPAMECH

- CymMma rnpuMecei

2.7 Cynbats IF'®PBIL24.13

I'OPBII 248,
MeTon A

2.8 Taxennie MeTan-
JIbI

HJ1 PB 1465C-2020,
a3m. Ne 1,

Paznen 3.2.5.4.2
Pasnen «KucnorHocts
HIH LIETOYHOCTEY
HJI PB 1465C-2020,
uim. Ne 1,

Pasnen 3.2.5.4.2

Pasnen «Conyrerayio-
¥e IPHMECH)

HJ1 PB 1465C-2020,
H3Mm. Ne 1,
Pasnen 3.2.5.4.2

Paznen «Cynbarsm
HJ1 Pb 1465C-2020,
M. Ne |,

Paznen 3.2.84.2
Paznen «Tsoxensie me-
TAUTBIY

HJ1 PB 1465C-2020,
u3M. Ne 1,

Pasnen 3.2.5.4.2

He Gonee 0,1 mn 0,02 M pacteo-
pa HaTpus ruapokchiaa tpebyer-
CA U1 M3MEHCHHS OKPACKH WH-
JIMKATOpa Ha PO30BYIO

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

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

He Gosnee 0,002 % (20 ppm)
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ICtp.4 u3 5
=
Ne [TapameTpsi Meroast CTOJMKHA Kpurepun npueMieMocTu
n/n KOHTPOJIs HCIBITAHAH
2.9 Ioreps B Macce | I'® PB1I,2.2.32 | Pasnen «IToreps B mac- | O14,9 % 05,3 %
IPH BBICYIIHBAHHH Ce NPH BLICYITHBAHHH Y
HJI PB 1465C-2020,
H3M. Ne 1,
Pasnen 3.2.5.4.2
2.10 Ocrarounsie Pasnen «Ocratounsie OPBILS54
KO/IMYECTBA OpPraHn- KO/IHYEeCTBa Opranuye-
YECKHX pacTBOpHTE- CKHX pacTBOpHTENECH»
nei: HJI Pb 1465C-2020,
- METAHOI FOPBII, 2424 | uam. Ne 1, He Gonee 3000 ppm
- 3TAHON IF'®PBII, 2424 | Paznen 3.2.5.4.2 He Gosee 5000 ppm
- hopmansaerun o PBII 2.2.28 He 6onee 500 ppm
2.11 Komuuectsen- | ['® PB 11, 2.2.90 | Pasnen «Komuuectsen- | He menee 99,0 % u ne Gonee
HOE OMNpe/ie/iCHHe HOE ONIPE/ICIICHHE) 101,0 % B nepecuere Ha cyxoe
HJ1 PB 1465C-2020, BEIECTBO
M. Ne 1,
Paszien 3.2.5.4.2
2.12 Bakrepuansusie | ['® PBII, 2.6.14 | Metommka ucnsiranuii | He Gonee 0,14 ED ma 1 mr me-
IHAOTOKCHHEI* ** AMBE-12-0013/1 TAMH30J1a HATPHA MOHOTHApaTa
COIl-KO-12-059
2.13 Mukpobuono- |I'® PBII, Mertomuka ucnerranuit | T® PBII, 5.1.4
ruYecKas YHcToTa: 2.6.12,2.6.13 AM-12-0013/1

JUIS CTEPHJIBHBIX
JITL:

- obmiee KonmuyecTso

aspobos (OKA) u
oblee KOJIHYeCTBO
rpubos (OKT') cym-
MapHO

- rpaMOTpHIATE b~
HbIX Oakrepuit, To-
JICPAHTHBIX K HKeTIH,
nubo Gaxkrepnii ce-
meicrsa Enterobac-
teriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus au-
reus

JUIA HeCTEPHIIBHBIX
;-

- ob1iee KOMHYeCTBO

COI1-KO-12-197

He Gonee 10° KOE/r

OrcyrerBue B 1 1
OrcyrerBue B |

OrcyrctBue B 1 r

aspobos (OKA) 10° KOE/r

- ob1iee KONIHYECTBO

rpu6os (OKI") 10 KOE/r

- Escherichia coli OrcyrerBHe B | 1
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Ne [NTapameTpst MeToznt Meromkn KpHTepuu npueMiIeMoCcTH
n/n KOHTPOJIA HCIbITAHHH
3 Or6op npob - B cooTsBeTcTBHH CO -~
CTaHJApTHOH onepa-
MOHHOM Ipoueny-
poii:
COII-KO-14-057,
COI1-KO-12-024
4 O6BeM KOHTPOIb- - - AJl: 60,0 r
HO#t npobsI MBJI:
31,0 r — s crepunbrbix JIT
20,0 r — s mecrepribHbIx JII1
5 Yenosus XpaHeHHs - - B n10THO 3aKpBITOM KOHTEHHEpE B
3ALHIIEHHOM OT CBETA MECTE
6 | Cpok rogHocTH -~ - 3 rona
7 Ynakoska - - ITonuaTHICHOBBIE INAKETHl, BJO-
WEeHHbIE B KapToHHbIe Oapabanbl
8 HarorosuTens - - Wuhan Wuyao Pharmaceutical Co.,
Ltd., Kurait
9 Kon - - 120088 — ju1s npon3BoACTBA

JIIT Anansrus, tabnerku 500 mr
120174 — s npou3BoACTBA

JITT Cnasmarton, Tabnerku;
Cna3smarton”, Tabnerks;
Cnasmaron, Tabnerku S00 mr/ 5 mr/
0,1 mr;

CnasMaToHHK® , TabneTKH

120292 — ans npoussojcrsa JII
AHAIBIHH, PacCTBOP UIA BHYTPHBCH-
HOI'O ¥ BHYTPHUMBIILIEYHOrO BBEACHHA
500 mr/mo;

AHaNBIHH, PacTBOp JUIA HWHBEKLMH
500 mr/mn

CnasmarteH, pacTBop /Ui BHYT-
PHBEHHOTO H BHYTPHMBIIIEYHOIO
seeserns, S00 mr/mn + 2 mr/ma +
0,02 mr/mu;

Cria3MatoH", pacTBOp JUIA BHYTPH-
MblmesHoro ssegenns (500 mr +

2 mr + 0,02 mr)/1 ma;

Cna3mMaToH, pacTBOp JUI BHYTpH-
MelmegHoro BeeeHus (500 mr +

2 mr + 0,02 mr)/1 ma

*HUcnsimanns NOUIMHHOCTH M3 KOKIOH YNIAKOBOYHOMH €IMHHILI nepe/l Bhiiauedl B MPOH3BOJICTBO 1POBO-
sats cornacio COIMT-KO-14-056 meronom I'® PB 11, 2.2.40 Criekrpodoromerpus GmmkHero nudpakpac-
Horo amanasona. Kpurepun npuemnemoct: «Criektp HenbiTyemoro o0pasiia JI0JDKeH COOTBETCTBOBATE
CIEKTPY METAMH30/1a HATPHA MOHOTHIparTa, BHeceHHoro B Gnbmiorexy cnexrpos BUK-ananusaropay.

** lononuurensroe Tpebopanue OAO «b3MII» ans npon3Bo/ICTBA IEKAPCTBEHHBIX MPENaparTos na-

PEHTEPATLHOrO MPHMEHEHHS.

***HcneuiTanne NPOBOJAT, €CIIH HCXOMHBIH MAaTepHAN MpeiHAZHAYEH JUIA TPOH3BO/ICTBA IEKAPCTBEH-
HBIX TIPENapaToB NapeHTEePATHHOTO NIPHMEHEHHS.




