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CHCllH¢HKﬂllH“ Ha HCXOIHbIC MATEPHAIILI

CI1C-KO-14-0055-17

Konrg;:::;m
Ko,

JK3e
L Crp.| w3 4
Jlara sBesieHus ¢: Beoaurcs slamen: Je#icTayer no: MMpuynHa: aKTyanulaumus
A 08 2025 CIIC-KO-14-0055-16 GeccpouHo
ot 02.07.2025
UBYIIPODEH
Ibuprofenum
IBUPROFEN

Konrtpoas kavecrsa no H/L Pb 1949C-2018, u3m. Ne 1,

Pa3nenam 3.2.5.4.1, 3.2.5.4.2 perucTpauHoHHOI0 10Che
JIEKADCTBEHHOI0 Npenapara

Cnaszmaron Heo®, Tadj1eTKH, NOKPLITHIE ILJIEHOYHOMH
o0os10ukoi, 400 mr + S mr + 0,1 mr B Pb

Pa3nenam 3.2.S.4.1, 3.2.5.4.2 perucTpanHoHHOI0 10Che
JIeKAPCTBEHHOI0 Mpenapara
Uoynpoden MAX, 1ab/ieTKH, NOKPbIThIE JIEHOYHOMH

00o0s0uko0i, 400 mr B Pb

Cocrasuamn

Coraacosaju

Yrsepana

JlonmHocTs: Xxumuk | kaTeropun

Jl

Jonxuocts; HavaneHuk OKK

-

JIOJKHOCTS;

HO®D®: M.B.babxanuera

Moanwucs: HCE L)

Jamect aNbH
JAHPEKTOPa-AT Kauec )

HO®: T(B.barypo [/

Ho®: 0.3.3{%@/
Moanwues: \

Moanuce: ¢

Jlata; 06.08. 2025

Jlata: ©OF.CR. 2525

Jlara: OR.08 2.0 2%

Jomxnocts: mukpobuonor Il kare-

HO}I)KHOCTBI 3AMECTHTEIL Haval b~

ropHm A Huka All

HOD; B.O.Pamm;f)éa HOD: H A Mansirusa,/ 7
Moanuew: _LY]_— [Moanucs: dot

Jlata: ©O€.0%. AP25 Jlara: 0%.0% 2025

JlomxHOCTS! ﬁaqmyﬁm MBJI

HO®: C.B,Fengpkopa

Moanuce: A

Jlara: 0Tb$ . 4025

y
Jloswknoets: Mavansuuk OCuP

HOD: O.AB
Moanucs: /7 4 -~
Jlata: 0% 62 25, 1/ /

Jlomkuocts: Havaneiuk )Y /

HO®: U.A . Hogak /]
[Toanwucs:
Jara: 03 OR. /

/
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Cneuudmxaunu Ha HCXOIHbIE MATECPHATBI

All

[TapameTpsl
KOHTPOJIA

MeToant

CIIC-KO-14-0055-17

Crp.2uzd

Kimﬁ

MeTtoanku
HCIBITAHHH

Kpurepnu npuemMieMocTH

[Mpumenenue

Ubynpoden, Tabnerkn, NOKpPLITHIE
nieHouHoit obonoukoit, 200 Mr ans
Asepbaitikana, Apmenun, ['pysun,
Kasaxcrana, Keiprercrana, Moso-
Bol, Pb, P®, Typkmenucrana, ¥Y3be-
KHCTaHa

Hbynpoden MAX, tabnerku, nokphbl-
Thie TUIeHOYHOH oGonouxoi, 400 mr
ans AsepGaitixana, ['pysun, Mosn-
nossl, Pb

Cnasmaren Heo, tabnerku, nokpeirbie
IJICHOHHOM 000/104KO#, 400 M+ 5 M1+
0,1 mr s PO

Cnasmaron Heo®, Tabnerku, nokpbi-
Thie IIEHOYHOMH 060m0uKoi, 400 mr +
5mr+ 0.1 mr ans Pb

HaumenoBauue no-
Kasaresiel Kayecrsa:
2.1 Onucanue
(cBoiicTsa)

2.2 *llopmmunoCTH
(unenTHduKaung):
A. Temneparypa
IJIaBJICHHS

B. Y®-cniektpodo-
TOMETPHS

C. Abcopbumonnas

cnekTpooTOMETPHA

8 HH(ppakpacHoi
obnactn

D. Torkocnoiinas
Xxpomartorpadpus

BusyanbHbiH
O PBILS.11

FOPHIL22.14

o PBII, 2.2.25

F®PHIIL 2.2.24

e PBII, 2.2.27

COIT-KO-14-102
Pasnen «Onucanune
(cBoiicTBa)»

HJ1 Pb 1949C-2018,
uiMm, Ne |,

Pasznen 3.2.84.2

Paszznen «l[ToanuunocTs
(naeHTHdUKauns) A»
HJ1 PB 1949C-2018,
mim. Ne 1,

Paznen 3.2.54.2
Passien «Iloanmmunocts
(naenTrdukaunus) By
HJ1 P 1949C-2018,
HiMm, Ne 1,

Pasznen 3.2.84.2

Pasnen «llomnuunocTs
(nnenTnduxanus) C»
HJ1 Pb 1949C-2018,
wim. Ne |,

Pasnen 3.2.5.4.2

Pasnien «IlopmianOCTD
(naentadukanus) Dy
HJ1 Pb 1949C-2018,
nim. Ne |,

bensiit wan nouru OGensift KpHcTAl-
NHYECKHH MOPOLIOK HIH DeclBeTHBIE
KPHCTALIBL.

IlpakTHYeCKH HEpacTBOPHM B BOJE,
NIErKO PacTBOPHM B AlETOHE, B Me-
TaHone W B MeTHnenxjiopuae. Pac-
TBOpAETCS B pa3sBEJCHHBIX pPacTBoO-
pax reIpoOKCHIOB H KapOOHATOB [le-
JIOYHBIX METAILIOB.

A.Or75°C a0 78 °C

B. Uccnenyemsiit pactsop B obnacTu
ot 240 um 10 300 HM HMEET MaKCH-
MYMBI TIOTJIOMIEHH npu 264 uM o
272 um, rueqo npu 258 HM.
Assa/Azsg — ot 1,20 1o 1,30

A172/A253 - 0T 1,00 no 1,10

C. Undpaxpacusiii cnektp mnpormyc-
KaHus wucneiTyemoro obpasua non-
AeH COOTBETCTBOBaThH HH{paKpac-
HoMmy cnekrpy nponyckaaua CO
ubynpodena (EP CRS) uau cnexrpy,
NPEJCTABICHHOMY Ha pHCYHKE |

D. Ha xpomarorpamMme HCIBITYEMOIO
pacTBopa OOHApY)KMBAeTCid OCHOBHOE
MATHO, COOTBETCTBYIOIIEE 10 Pacriosio-
KEHHIO, LIBETY H Pa3MEPY OCHOBHOMY

7
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CrneundmKaims Ha HCXOAHBIE MaTEPHANDI : CIC-KO-14-0055-17
AK3eMnnan Crp.3 u3d
[TapameTpsl Merob! Metoauku KpuTepuu npuemieMocT#
KOHTPOJIs HCIbITAaHHH
Paznen 3.2.8.4.2 NATHY Ha XpoMarorpaMme pacrsopa
CpaBHEHHA
2.3 Ilpo3payHocTh 'O PBIL 22,1 | Paznen «llpospaunocts | PactBop S nomken ObiTh npo3pas-
pacrsopa pacTBopa» HBIM
HJ1 Pb 1949C-2018,
M. Ne |1,
Pasznen 3.2.5.4.2
2.4 lipernocts pact- | '® PBII, 2.2.2, | Pasnen «LisetHocTs Pacteop S nomxken Geith Gecuser-
BOpa meton 11 pacTBOpa» HbIM
HJ1 Pb 1949C-2018,
Him, Ne 1,

Pasnen 3.2.5.4.2
2.5 Vroa onmuvecko- | [® PBII, 2.2.7 | Paznen «Yroa ontuue- | Ot -0,05° no +0,05°
ro BpalleHus CKOI'O BpallEHHs»

HJ1 PB 1949C-2018,
H3m. Ne 1,

Paznen 3.2.8.4.2

2.6 Conyrcrayiomue | '@ PBII, 2.2.29 | Pazgen «Conyrersyio-

NPHUMECH: LIHE TTPHMECH)
- mpumecH A, J, N HJ1 Pb 1949C-2018, He Gonee 0,15 %
- Hecneuupurpo- uiMm. Ne 1, He Gonee 0,05 %
BAHHBLIE NIPHMECH Paznen 3.2.5.4.2
- CyMMa npumecei He 6onee 0,2 %
2.7 Taxenvie metan- | F® PBII, 2.4.8, | Pazaen «Tsxensie me- | He 6onee 0,001 % (10 ppm)
bl meton B TaIbI»

HJ1 PB 1949C-2018,

M. Ne 1,

Pasnen 3.2.5.4.2
2.8 Iloteps B macce | '® PB I, 2.2.32 | Pasnen «Iloreps B mac- | He 6onee 0,5 %
MPH BLICYLITHBAHHH CE NPH BBICYIIHBAHHHY

HJ1 PB 1949C-2018,

M. Ne |,

Pasnen 3.2.8.4.2
2.9 Cymndparnas sona | '® P11, 2.4.14 | Pasnen «Cynbdarnas He Gonee 0,1 %

3071a»
HJ1 Pb 1949C-2018,
Him. Ne |,
Pasen 3.2.84.2
2.10 Ocrarounsie ko- | ['® PB I, Pasznen «Ocrarounsie I'OPBILS4
nuyecTsa opranuye- | 2.4.24,2.2.28 KOIM4ecTBa oprasuye-
CKHX PacTBOPHTENCH! CKHX pacTBOpHTENEH»
- 3TAHON HJ1 PB 1949C-2018, He 6onee 5000 ppm
- AMXJIOPMETaH H3m. Ne |, He Gonee 600 ppm
- METHIILMKJIOTeKCaH Paznen 3.2.8.4.2 He Gonee 1180 ppm
2.11 Konnuecrsen- | IT'® PRI, 2.2.90 | Pasaen «Konnuecrsen- | He menee 98,5 % u He Gonee 101,0 % 8
HOE Ofpeie/icHHe HOE OMNpeJIe/IeHNEY TNepecyeTe Ha CyXoe BEIeCTBO
HJ1 PB 1949C-2018,
M. Ne |,

Paznen 3.2.5.4.2
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AD Crp.4 w3 4
Ne [Tapamerpsi Metoast Mertoanku Kpurepun npuemaemMocTs
n/n KOHTPO/1s UCIBITAHUH
2.12 Mukpobuono- |(I'®PBII, 2.6.12, | Meroauka ucnurranuit | FO PBIL, 5.1.4
rHYecKas Yucrora: 2.6.13 AM-12-0055
- ofulee KOIWHECTBO COI1-KO-12-197
apo6os (OKA) 10° KOE/r
- obmee KOIHHECTBO
rpu6os (OKT) 10° KOE/r
- Escherichia coli OrcyrcrBue B 1 r
3 Ot60p npob - B coorsercTBuM cO -
CTaHapTHOH onepaiu-
OHHOM NpOLEAYPOH:
COIl-KO-14-057,
COI1-KO-12-024
B O0BbeM KOHTPOIIb- - - AJLl:350r
HO# 11poGbI MBJI: 20,0 r
5 | Yenosus XxpaHeHus - - B n10THO 3aKpBITOM KOHTEHHEpe
6 CpoK roasocTy - - 4 rona
7 VYnaxoska - - JIByXc0#iHbBIE NOIHATHICHOBBIE Ta-
KeThl, BIOKEHHbIC B KapTOHHbIE Oa-
pabanb!
8 Uarorosurens - - Shandong Xinhua Pharmaceutical
Co., Ltd., Kuraii
9 Kon - B 120115

*UcnbiTanust MOUTMHHOCTH W3 KaXKA0H yaKoBOYHOH €IMHUILI NEpe/l BhlaveH B MPOH3IBOJACTBO MPOBOAHTE
coryacio COIT-KO-14-056 meronom I'd Pb 11, 2.2.40 Cnextpodoromerpus Oamxnero uedppakpacHoro
auanasona mubo '@ PB 11, 2.2.48 Pamanosckas cniekrpomerpus. Kputepuu npuemaemoctu: «Cnexrp Henbl-
Tyemoro ofpa3sua JO/KeH COOTBETCTBOBaTH CrieKTpy uOynpodeHna, BHeceHHOro B OHOIHOTEKY CNEKTpoB
bUK-ananm3aropa mibo cnexTpoMeTpa KonebaTenbHOTO (PaMaHOBCKOT0) PacCesHHs Y.



