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CreundHKaums Ha HCXOHBIC MATCPHATBI el ahans . .CTIG-KO-14-0055/3-05
i i .. ¢ Crp.l nad
Jlara BBE/ICHNA ¢! BeoauTcs Blamen: Jlekictayer no: [puunna: akTyanusaima
15.05. 2024 CIIC-KO-14-0055/3-04 | Gecepouno
or 04.12.2023
UBYIIPO®EH
Ibuprofenum
IBUPROFEN

Koutpoas kauecrsa mo H/L PB 1996C-2019, u3m. Ne 1

Cocrasuam

Corgacosaan

Yrsepann

JlomxHOCTE: XMMHK | KaTeropun
AJl

JlomxnocTs: navanbunk OKK

JIOAKHOCTH: 3aMECTHTE/Tb NEHEPATLHOIO
JAMPEKTOPA 110 Kas

HO®: M. B.babxanuesa

IMoanues:

Moanwes: \_

HO®: T.B.b

Moanues: S

Jlata: O€.O5. ]

Jata: O 05. 10U~

Jlata: OR 05 20X Y

Jonxuocts: mukpobuonor II ka-

IIOJDKHOC'T b 3AMECTHUTEIL HAYATBHHKA

TErOpHH All

HOD: B.O Paruu HO®D: H. A Mansiruna

Moanwcs: _~ - IMoanmcs: g y 4
ra: 06 O oM JNlata: OR 05 282

JlonHocTs: Havansuuk MBJ1

HOD: C.B.I'
IMoanues:

Jlata: 0¥ . 05. 3024

JlomxxocTs: HayanbHuk OCuP

HO®D: O.A Bpem
[Moanmues: ﬁ -

Oata; 0¥ 0% 202

JlomkHocTs: Havanbuuk O3 /

HO®D: M. A . Hosax
IMoanues:
Jlara: 0% . 05. 4
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CrieunpHKaLHs Ha HCXOAHBIC MATEPHAIIBI

T TCNCYKD-14-0055/3-05
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[NapameTpsi
KOHTpOJIS

MeTtoasl

Meroauks
HCIbITAHHA

KpuTepnn npHemMIeMocTH

[Tpumenenne

Ubynpoden, rabneTku, MOKphITHIE
nero4Hol o6onoukoit, 200 mr s
Asepbaitzvkana, Apmenun, I'py3nn,
Kazaxcrana, Knprusum, Pb, PO,
Tawkukucrana, TypkMeHucTana,
VY3bekucrana

Ubynpoden MAX, tabsieTkn nokpsi-
Thie TUIeHOUHOMH 0Bo0uKo#, 400 Mr
s pysun, Monnossl, Pb
Cnasmaren Heo, Tabneriu, noxkpsi-
ThiE IUICHOYHOH 000I04KOH,

400 mr + 5 mr + 0,1 mr i PO
Cnasmaton Heo, Tabaerku, nokpbi-
Thi€ TUICHOMHOH 000/104KOM, IS
Pb

Hanmenosanue noka-
jareneit kagyecrna:

2.1 Onucanue
(cBoiicTaa)

2.2 *lloananBoCTh
(naeHTHpHKALHS):
A. Temneparypa
MIaBJIeHHsA

B. YO - cnextpodo-

TOMETPHA

C. AGecopbumnonnas
cnekTpooTroMeTpHs

8 wH(pakpacroi o6-
NacTH

D. Toukocnoiinas
xpomartorpadus

BusyansHbiit
' PBIL 511

[OPBIL22.14

[®PBII 2.2.25

OPBII2.2.24

o PBIILL 2.2.27

COIT-KO-14-102

Paznen «ITommunOCTS
(maenTHHKann) An
HJI PB 1996C-2019,
HiM. Ne |

Pasnen «IlTopmarocTs
(naentuduxauns) By
HJ1 PB 1996C-2019,
H3Mm. Ne |

Pasnen «llojmHHOCTD
(naentudukanns) C»
HJ1 PB 1996C-2019,
Him. Ne |

Pasnen «[lommaHHOCTS
(npentudukanns) Dy
HJ1 PB 1996C-2019,
Ham. Ne |

bensiit wim nourn Geasit kprucTan-
nuveckult nopowok anbo Gecuser-
HbIC KPHCTAILTBI,

ITpakTHYeCKH HEPACTBOPHM B BOJE,
JIErKO PacTBOPHM B ALETOHE, B Me-
TaHONE W B MeTHAeHXNOpuae. Pact-
BOPSCTCA B Pa3BCJCHHBIX PacTBO-
pax THAPOKCHIOB M KapOOHATOB
ETOUHBIX METAILIOR

A.Or75°C no 78 °C

B. Uccneayemsiii pactsop B obnactu
or 240 um 10 300 HM MMeeT MakcH-
MyMBbl TOrI0IeHus npu 264 uM u
272 nm, nneso npu 258 1M,
Azss/Azsy — ot 1,20 no 1,30;
Axn/Azsg — ot 1,00 no 1,10

C. Undpakpacusiii criektp npomyc-
KaHHA HCrbITyemoro obpasua jon-
JKEH COOTBETCTBOBATH HH(ppaKpac-
HoMmy cnektpy nponyckanus CO
uGynpodena (EP CRS) nawn criextpy,
[IPe/CTABICHHOMY Ha pUCYHKe |

D. Ha xpomarorpamme ucnbitye-
MOro pactopa OOHapyKHBacTCH
OCHOBHOE MATHO, COOTBETCTBYIO-
Hiee MO PacnoNOKCHHIO, UBETY M
pasMepy OCHOBHOMY NATHY HA
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ITLHBIW

2.5 Yroa ontuyecko-
ro BpaleHHs

2.6 ConyTcTByioume
NPHMECH:

- npumecn A, J, N

- Hecneuupuunpo-
BAHHBIC IPHMECH

- CyMMa npHMecei
2.7 Taxensie meTa-
Akl

2.8 loreps B macce
NPH BBICYIIHBAHHH

2.9 Cynpparnasn 30na

2.10 Ocraroynbie Ko-
JIWYECTBA OPraHnyec-
KHX PacTBOPUTEINCH:

- nerponelusii ahup
- MeTaHon

- ToNyon

2.11 **Pasmep vacTun
2.12 Konuyectsennoe
onpeesieHHe

2.13 Mukpobuonora-
yeckas yHcToTa:

- obIee KOJIHYECTBO
aspobos (OKA)

MO PBIL2.2.7

Mo PBIIL 2.2.29

IO PBIL 2.4.8,

smeron B

e Pl 2.2.32

F'®OPBIL24.14

I'o PB I,
2.2.28,24.24

FePBII 2.2.90

I'® PB I,
2,6.12,2.6.13

HJ1 PB 1996C-2019,
m3m. Ne |

Pasnen «Yron onruye-
CKOro BpaleHHA»

HJ1 PB 1996C-2019,
Him. Ne 1

Pazaen «ConyTcTByio-
UIHE NTPHMECH»

HJ1 PB 1996C-2019,
M. Ne 1

Paznen «Tsxensie Me-
TALTBI

HJ1 PB 1996C-2019,
wam, Ne 1

Paszien «IToreps B mac-
CE NPH BHICYLIHBAHHAY
HJ1 PB 1996C-2019,
u3m. Ne |

Pasznen «Cynbdarnas
307189

HJ1 PB 1996C-2019,
mam. Ne |

Pasnen «Ocrarounbie
KO/IMYeCTBA OpraHuyec-
KHX pacTsopHTeneii»
HJ1 PB 1996C-2019,
M. Ne |

Pasnen «KonuvecTsen-
HOE OTIPEAC/ICHHE

HJ1 PB 1996C-2019,
M, Ne 1

TpoToxkon seprpHKaimn
AMV-MH-14-ADU-1198
Meroanka uensiTanui
AM-12-0055/3
COIT-KO-12-197

OAO «B3MI» =
CrieunMKaLMs Ha HCXOIHBIC MATEPHATLI [ 1T 2220 CHG-KO{14-0055/3-05
e ETY
Ne [NapameTpst Metoas Meronukn Kpurepuu npuemiaeMocTH
n/n KOHTPOJISt HCIBITAHHHA
XPOMATOrpaMMe pacTBoOpa CpaBHe-
HHSA
2.3 llpo3spaynocTts '®PBII, 2.2.1 | Pasaen «Ilpospaunocts | PacrBop S nomken Owits npospas-
pacTsopa pacTsopa» HBIM
HJ1 PB 1996C-2019,
uam. Ne |
2.4 Llsetnocts pact- | F® PBII, 2.2.2, | Pasnen «l{serHocTs Pacteop S nomxen Owirh Gecuser-
BOpa meton ] pacTsopan HBIM

Ot -0,05° no +0,05°

He Gonee 0,15 %
He Gonee 0,05 %

He Gonee 0,2 %
He Gonee 0,001 % (10 ppm)

He Gonee 0,5 %

He Gonee 0,1 %

F'®PBILS5.4

He Gonee 250 ppm

He Gonee 3000 ppm

He Gonee 890 ppm

50 MM - 90 MKM

He menee 98,5 % u ne Gonee 101,0 %
B [IEPECHETE HA CYXO0E BELIECTRO

®PBILS5.14

10 KOE/r

y o
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Ne [MapameTphl Meroxan Meroankn Kpurepun npueMaeMocTs
n/n KOHTPOJIA HCnbITanu it
- ofuiee KoNHYeCTBO
rpubos (OKI) 10* KOE/r
- Escherichia coli Orcyrersue s | r
3 | Or6op npob - B cooTeTcTBAM CO -
CTaHAapTHOH onepaiu-
OHHO# npoueaypoii:
COIT-KO-12-024,
COIT-KO-14-057
4 | O6bem KOHTPONLHOM - - AJl: 350r
npoObl MBJT: 20,0 r
5 Venosus XpaHeHus - - B n10THO 3aKpeITOM KOHTEHHEpe
6 | Cpok rosocTH - - 5 ner
7 VYnakoska - - JIBoliHBIE NOJHAITHICHOBLIE NaKe-
ThI, BIOKCHHBIC B KapToHHbie Oa-
pabanbl WM TKaHbIC MELIKH K3 110~
JTHMPONTHICHA/ TIOIHITHIICHA
8 Hsrorosurens - ~ Hubei Biocause Heilen Pharmaceu-
tical Co., Ltd., Kurait
9 Koxn - - 120235

*HenbITanns MOUTHHHOCTH M3 KaKA0H yIaKkoBOYHON eIMHHIIL! Mepe/l BhllakueH B MPOH3BOACTBO NPOBOAHTL
cornacio COIT-KO-14-056 merozom I'® PB [I, 2.2.40 Cnexrpodoromerpus Gamkuero nuppakpacHoro
nuanasona aubo I'® PB 11, 2.2.48 Pamanosckas cnekrpomerpus. Kpurepun npuemnemocti: «Criextp
ucnsiTyemoro ofpasua J0MKeH COOTBETCTBOBATh criekTpy uOynpodena, BHecenHoro B OGubnmoTexy
cniektpos BUK-anam3aropa nmubo cnexTpomerpa koeGaTebHOro (PaMaHOBCKOT0) PacCesHus .

** Nononuurensroe tpeGopanne OAO «b3MIT» ans npoussoacrsa JITT U6ynpoden MAX, tabaerkn
NOKpPbITHIE NAeHoUHOH 060n04K0it 400 Mr. Pesyibrarsl HCNBITARHHA NPHHHMAIOTCH HA OCHOBAHHH NAHHBIX

H3roTOBHTE]IA.




