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CreundMKalns Ha HCXO/HBIE MATEPHAITBI — 3K3eMr MP Koji: CI1C-KO-14-0055/3-08
=] Crp.l w34

Jlara sBeaeHus C:

BeoauTcs B3amMeH:

HeiicTeyer no:

[Tpuynna: akTyanusaums

44.08 . 2025 CIIC-KO-14-0055/3-07 | Gecepouno
ot 02.07.2025
UBYIIPOPEH
Ibuprofenum
IBUPROFEN

Kontpoas kayecrsa no H/L Pb 1996C-2019, u3m. Ne 1,

Pasznenam 3.2.5.4.1, 3.2.S.4.2 peruacTpauHOHHOr0 10Che
JIEKAPCTBEHHOI0 npenapara

Cnasmaton Heo®, Tab/1eTKH, NIOKPbIThIE IJIEHOYHOH
obos10ukoii, 400 mr + 5 mr + 0,1 mr B Pb

Paszaenam 3.2.8.4.1, 3.2.S.4.2 peruncTpauHOHHOr0 10Che
JIEKAPCTBEHHOI0 npenapara

Hoynpoden MAX, Tab/IeTKH, NOKPbIThIE ILJICHOYHOM
00010uK0i, 400 mr B Pb

CocraBuiam

Coraacosanu

Vrsepana

JlomknocTs: XuMuK | kaTeropum
AJl

Jlosmxnoets: Havanbuuk OKK

JIONKHOCTD: 3aMECTHT!
AWpeKTOpa
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Cneundurkaums Ha HCXOAHBIC MATEPHAIIBI

[TPOITBHBIR . CIIC-KO-14-0055/3-08

Crp.2 u3 4

ai3emMnnap

Ne
n/n

[NTapameTphi
KOHTPOJ15i

MeTo/si

Metoauku
HCTIBITAHU T

KpuTepuu npueMaeMocTH

[Tpumenenne

UGynpoden, TabneTkn, NOKphITHIE
mieHouHo#  obonouxo, 200 mr U
Asepbaiipkana, Apmennn, [ 'py3sun,
Kazaxcrana, Keiprencrana, Mosuiossl,
PB, PO, Typxkmenncrana, Y30ekucrana
Uoynpopen MAX, rabnetkmn, no-
KPBITBIE TUIEHOYHOH 060/104KOMH,
400 mr ans AsepGaiivkana, 'py-
3un, Monaossl, Pb

Cnasmaren Heo, tabnerku, nokpsi-
Thie TUIEHO4HOM 0060n04KoH, 400 Mr +
5mr+0,1 Mr s PO

Cnasmaton Heo®, tabnerku, no-
KpBITBIE TUICHOYHOH 000104KOMH,
400 mr + 5 mr + 0,1 mr 1a Pb

HaumenoBanne noka-
3aTesiel KayecTna;
2.1 Onucanne
(cBoiicTBa)

2.2 *TloanuuHOCTh
(naeHTHOHKaLMS):
A. Temneparypa
I1aBJIeHUS

B. Y®-cnektpodoTo-
METpHS

C. ABcopbunonnas
cnektTpodoToMeTpus
B HH(ppaxpacHoit 00-
nacTH

D. Toukocnoitnas
xpomarorpadus

Buayansubiii
o PBIIL 5.11

I'®OPBILL22.14

F'®PBII, 2.2.25

[®PBIIL 2224

e PBIIL 2227

COII-KO-14-102
Paznen «Onucanune
(cBoficTBa)»

HJ1 PB 1996C-2019,
uim. Ne 1,

Pasznen 3,2.5.4.2

Paznen «llommaHOCTH
(nnenTHHKaums) A»
HJ1 PB 1996C-2019,
uim. Ne 1,

Paznen 3.2.5.4.2
Paznien «llopmuuHOCTh
(nnenTndukauus) By
HJ1 Pb 1996C-2019,
H3Mm, Ne 1,

Pasnen 3.2.54.2

Pasnen «IToanuunocts
(naentuduxauns) C»
HJ1 PB 1996C-2019,
u3m. Ne 1,

Pasnen 3.2.84.2

Paznen «IloanuuHocTs
(naentndukauus) D»
HJ1 Pb 1996C-2019,
mim. Ne 1,

benbrif wim nourn OGenbiii KpucTan-
nudeckHi nopowok mbo Gecuser-
HbIe KPHCTAUIBL

[paKkTH4YecKn HEepacTBOPHM B BOJIE,
JIETKO PacTBOPHM B AllCTOHE, B METa-
HOsle ¥ B MeTwieHxnopuae. Pacreo-
pAeTcs B pasBeICHHBIX PacTBOpax
IHPOKCHJIOB H KapOOHATOB LIENOY-
HBIX METALIOB

A.OT175°C no 78 °C

B. Hccnenyembiit pactBop B ob1actu
ot 240 am a0 300 HM MMeeT MakcH-
MYMbI MOIJIOWEHNS NpH 264 HM W
272 um, nuewo npu 258 uMm.
Az(,q/Azss - ot 1,20 1o 1,30;
Asa/Azsg — ot 1,00 no 1,10

C. WudpakpacHsiii crnexrp nporyc-
KaHus HenbiTyeMoro obpasua jon-
HEH COOTBETCTBOBaTH WH(ppakpac-
HOMY criektpy mnponyckanus CO
ubynpodena (EP CRS) nam criexrpy,
MpeJICTAR/IEHHOMY Ha pHCYHKeE |

D. Ha xpomartorpamme ucneiTye-
MOro pactBopa oOHapyxHBaeTCs
OCHOBHOE MATHO, COOTBETCTBYIO-
II€€ 110 PACTIOJIOKEHHIO, LIBETY H




! i -

0 ONbHbIN

: CIIC-KO-14-0055/3-08

CreundUKaLMA HA UCXOHBIE MATEPHAIL! | WKO
] [ Crp.3 uzd

No
n/n

[TapameTtpsi Meroas! MeToanku
KOHTPO/IA HCIBITAHHUA

Kpurepun npueMiaeMocTH

Paznen 3.2.58.4.2

2.3 llpo3paunHocTsb I'®d P 2.2.1 | Pasgen «[lpospaunocts
pacTBopa pacTBopa»

HJ1 PB 1996C-2019,
Him. Ne 1,

Pa3nen 3.2.5.4.2

2.4 lsernocts pact- | T® PBII, 2.2.2, | Paszen «liBerHocTh

BOpa meron Il pacrsopa
HJ1 Pb 1996C-2019,
n3m. Ne |,
Paznen 3.2.84.2
2.5 Vron ontunecko- | T'® PRI, 2.2.7 | Pasnen «Yron ontuye-
ro BpalleHHs CKOTO BpallCHUA»
HJ1 PB 1996C-2019,
M. Ne |,
Paznen 3.2.5.4.2
2.6 Conyrcreyrommne | I'd PB 11, 2.2.29 | Pasnen «Conyrersyio-
MpHMECH: IIIHE MPUMECH)
- npumecn A, I, N HJL PB 1996C-2019,
- Hecneunpuumupo- H3m. Ne 1,
BaHHBIE IPHMECH Paszen 3.2.8.4.2

- GyMMa rnpumecei
2.7 Taxensie metauisl | O PB 1L, 2.4.8, | Pasnen «Taxensie me-
meroa B TALTLIY

HJ1 PB 1996C-2019,
M. Ne 1,

Painen 3.2.8.4.2

2.8 TloTeps B macce I'd PBII, 2.2.32 | Pasnen «lloteps B Mac-
1IPH BBICYIIHBAHHH ce IPH BBICYIIHBAHUH )
HJI PB 1996C-2019,
MM, No |,

Pa3nen 3.2.5.4.2

2.9 Cynnparnas zona | F'® PB I, 2.4.14 | Paznen «CyanaTras

3071a»
HJI PB 1996C-2019,
H3m. Ne 1,
Pasnen 3.2.5.4.2
2.10 Ocrarounsie ko- | I'® PB I, Pasnien «OcraTovunsie
JIHYECTBA Opranuye- 2.2.28.2.4.24 KOJTHYECTBA Opranuye-
CKHX PacTBOPHTENECIH: CKHMX pacTBOpHTEIeH»
- neTposeHbIA 3hHp HJ PB 1996C-2019,
- METAHOJI uim. Ne 1,
- TONyOJ Pasnen 3.2.5.4.2

2.11 **Pasmep yacTuu

pasMepy OCHOBHOMY NATHY Ha
XPOMAaTOrpaMme pacTBOpa CpaBHe-
HHS

PactBop S nomken GbITh npo3pay-
HBIM

PactBop S nomken GbiTh Hecuser-
HbBIM

Ot -0,05° no +0,05°

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

He 6onee 0,2 %
He Gonee 0,001 % (10 ppm)

He 6onee 0,5 %

He Gonee 0,1 %

®PBIL 54

He 6onee 250 ppm
He Gonee 3000 ppm
He Gonee 890 ppm
50 MxM™ - 90 MkM

VZ
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CneundHKkaums Ha HCXOAHBIE MATEPHANBI Koji: CT1C-KO-14-0055/3-08
d WTRY Crp.4 u3 4
Ne [TapameTpsi Metons Meronnkn Kpurepuu npuemaeMocty
n/n KOHTPO.ISt HCTIBITAHHH
2.12 Konuuectrsennoe | '@ PB I, 2.2.90 | Pasnen «Konuuecrsen- | He menee 98.5 % w ne Gonee 101,0 %
onpejeneHue HOE OnpeeseHuey B 1lepecyeTe Ha CyX0e BEelleCTBO
HJ1 PB 1996C-2019,
uim. Ne 1,

Pasnen 3.2.8.4.2
[lpoTokon BepuduKamu
AMV-MU-14-ADU-1198

2.13 Mukpobuonoru- | I'® PEII, Meroauka ucnsitanuin | FO PBII, 5.1.4

qecKas YHCToTa: 2.6.12,2.6.13 AM-12-0055/3

- oblee KOJIHYeCTBO COIT-KO-12-197

aspobos (OKA) 10° KOE/r

- ob1iee KOMHYeCTBO

rpubos (OKI) 10 KOE/r

- Escherichia coli Orcyrerue B 1 1
3 Or6op npob - B cootBeTcTBHH CO -

CTaHAapTHOMR onepauu-
OHHOM Npoueaypo:
COIT-KO-12-024,
COI1-KO-14-057

4 O6BeM KOHTPOIBHOMH - - AJl: 350r
1npoObi MBJI: 200 r
S YcnoBus XxpaneHus - - B n10THO 3aKpBITOM KOHTeHHepe
6 | Cpok rogHocTH - - 5 ner
7 Ynakoska - - JIBoHHbBIC MOMHITHICEHOBBLIE NAKETHI,

BJIOEHHBIE B KapTOHHble Gapabansl
WM TKaHbIe MELIKH W3 MOHMPOITH-

JIEHA/TIONIHATHIEHA

8 Uarorosurens - - Hubei Biocause Heilen Pharmaceu-
tical Co., Ltd., Kuraii

9 Kon - - 120115

*Hcnbrranus NOUTHHHOCTH H3 KaXJI0H YIIaKOBOYHON €IHHHIIB! Nepe/l Bhlaayell B MPOH3BOJICTBO NMPOBOAHTE
cornacio COI1-KO-14-056 meronom I'® PB I, 2.2.40 Cnexkrpodoromerpus 6iamxuero uHdppakpacHoro
ananasona nu6o I'® P 11, 2.2.48 Pamanosckas cnektpomerpus. Kputepun npuemiemocts: «CnexTp Henbl-
Tyemoro ofpaiua J0/mKeH COOTBETCTBOBaTH CNeKTpy HOynmpodeHa, BHeceHHOro B GMGIHOTEKY CNEKTpos
bHUK-ananmusaropa ambo cnekrpomerpa KonebarenbHOro (PaMaHOBCKOT0) PacCessHHAY,

** lononuutensioe Tpebosanne OAO «B3MIT» s npoussoactsa JIIT Ubynpoden MAX, tabnerku, no-
KpbIThie MIeHOYHOH oOonoukoi, 400 Mr. PesyibTarhl MCNBITAHME NPUHHMAKOTCH HA OCHOBAHHMM JIAHHBIX
H3rOTOBHTEIA.



