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or 13.05.2022
UBYITPO®EH
Ibuprofenum
IBUPROFEN

Kontpoas kavecrsa no H/L PB 1996C-2019, uzm. Nel

Cocrasui

CoraacoBajau

Jlomwkrocts: xumux I kareropum
All

Jlomxrocts: Hadanbuuk OKK

HO®: M.B.babxkanuesa

TMoanuce: Sabutl

Jlara: 26.42. 2022

HO®D: O.B
Moanuce: L *\
Jlara: 29 42 4

Jonxnocts: mukpobuonor I1 ka-
TErOpHM =

JIO/MKHOCT: 3aMECTHTENb HAYA b~
Huka AJl

HOD: HA Mansirusa
[Toanuce: 2 VZ‘Z

HO®D: B.O.Papusk
Monnucs:” &7
Jlara: A LOZ A

Jlata; 2942, 2022

Jomkuocts: Hauansauk MBJI

HO®: C.B.IN'opgekosa

Moanues: <>~

Jlara: 28 42.2022

JlomksocTs; HavanbHuk OCuP

HOD; O.A.bpe )
Toanuce:( (s~

Jata: 2% 12.A0R2

JIOMKHOCTD: HAYab

HO®: B.B.Jlato i

lNoanuce:

Jlara: 28.4240223
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2.2 [TotuHHOCTD

(naenTudukaius):

A. Temneparypa [®PBIIL22.14
TUIABJICHHSA

B. YO - cnextpodo- | '@ PBII, 2.2.25
TOMETPHSA

C. UK - cniextp I'OPBIL 2.2.24
D. TCX o PRI, 2.2.27

2.3 Ilpo3paunocTtsb '®PBII 2.2.1
pacrsopa

2.4 Ilsernocts pact- |T'®PBII, 2.2.2,
BOpa meron I1

Pasnen «[lowmnnoCTh
(naeHTHOHKALHAA) A»
HJ1 PB 1996C-2019,
u3m, Nel

Passen «llomaEHOCTE
(unenTudukauus) By
HJI PB 1996C-2019,
H3m. Nel

Pasnen «IToumHHOCTD
(unentudukauns) C»
HJ1 Pb 1996C-2019,
n3m. Nel

Pasznen «[TouHHOCTE
(nnenTuduxauus) D»
HJ1 PB 1996C-2019,
n3Mm. Nel

Paszzen «IIpo3paunocts
pacrsopa»

HJ1 Pb 1996C-2019,
nim, Nel

Pasnen «lisetHocTh
pacTBopa»

HJ1 PB 1996C-2019,
n3Mm. Nel

Ne IMapameTpsi Mertoam Meroauku Kpurepun npuemnemocTu
n/n KOHTPOJIS HCITBITAHHH
1 [Tpumenenue - - Ubynpoden, Tabnerku nOKphITLIC
naeHouHo# o6onoukoi 200 mr
H6ynpoden MAX, TabiieTkn NoKphi-
ThIE UICHOYHOM 060/104K0# 400 Mr
Cnasmaron Heo, Tabnerku nokpsi-
Thle IUIEHOYHOH 0060104KOH
2 Haumenosanue noka-
3aTesiel KayecTsa:
2.1 Onucanue Busyansuniit COIl-KO-14-102 Bensiit um noytn 6enwiif KpucTan-
(cBoiicTBa) O PBILS.11 auyeckuit nopowok aubo Gecuser-

HBIE KPHCTAILIBL
[lpakTH4ecKH HEPaCTBOPHM B BOJE,
JIeTKO PacTBOPHM B alIETOHE, B Me-
TaHojie H B MeTHJICHXIopHe. Pact-
BOPAETCA B pa3BEICHHBIX PacTBO-
pax THAPOKCHAOB M KapOOHATOB
MIENOYHBIX METALIOB

A.0r75°C no 78 °C

B. HUccneayemsiil pactBop B o6sacTH
or 240 uM g0 300 HM HMEET MaKcH-

MYMBI TIOIJIOWIEHHS 1pH 264 HM M
272 M, naeyo npu 258 HM.
Azes/Azsg — ot 1,20 1o 1,30;
Az7/Azsg — ot 1,00 1o 1,10

C. Undpaxpacusiift cnekTp nporyc-
KaHWs HCrbITyemoro obpasua Joi-
JEH COOTBETCTBOBAaThH MH(paxpac-
HoMmy cnektpy nponyckauus CO
ubynpodena (EP CRS) wim criextpy,
NpeICTARICHHOMY Ha PHCYHKe |

D. Ha xpomarorpaMme HCIIBITYEMO-
ro pacrsopa oOHapyKHBaercs oc-
HOBHOE [15ITHO, COOTBETCTBYIOLIEE 110
PacroNOKEHHIO, [BETY W pasMmepy
OCHOBHOMY TISTHY Ha XpOMarorpam-

M€ PacTBOpa CpPaBHEHHA
Pactsop S nosmxken OwITe npo3pav-

HBIM

Pactsop S nomken ObiTh Gecuser-
HBIM
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CrneundHKaums Ha HCXOAHBIC MATEPHAII K3 MINAEJIC-KO-14-0055/3-03
e CTp. 3 M3 4
Ne [MapameTpsi MeTtoas! Meroaukn KpuTtepun npueMaeMocTu
n/n KOHTPOJIA HCIBITAHHH
2.5 Yron ontauecko- | '® PBII, 2.2.7 | Pasgen «Yron ontude- | Ot -0,05° no +0,05°
ro BpalllCHHA CKOT'0 BpaIlCHHA»
HJ1 PB 1996C-2019,
u3Mm, Nel
2.6 Conyrcrsytomme | '® PB I, 2.2.29 | Pasnen «Conyrersyio-
NPHMECH: LIHE TIPHMECH»
- npumecH A, J, N HJI PB 1996C-2019, He 6onee 0,15 %
- HecnenuHuupo- u3m. Nel He Gonee 0,05 %
BaHHBIE TPHMECH
- cymma npumeceii He 6onee 0,2 %
2.7 Taxensie Metan- | T® PBII, 2.4.8, | Pasnen « Tskensie me- | He Gonee 0,001 % (10 ppm)
JIbl meron B TR
HJI PB 1996C-2019,
n3m. Nel
2.8 [loTeps B Macce I'® PB 11, 2.2.32 | Pasaen «Iloreps B mac- | He 6onee 0,5 %
[IPH BHICYIIHBAHHH ce NPH BBICYIIHBAHHH)
HJI PB 1996C-2019,
u3M. Nel
2.9 Cynsdarnas sona | ['® P11, 2.4.14 | Pasnen «Cynbdarnas He Gonee 0,1 %
3071a»
HJ1 PB 1996C-2019,
n3m. Nel
2.10 Ocrarounsie ko- | '® PBII, Pasnen «Ocrarounsie 'OPBILS54
AHyecTsa opranuyec- | 2.2.28,2.4.24 KOJIHYECTBA OpraHuyec-
KHX pacTBOpHTeNei: KHX pacTBopuTesie»
- nerposiei ki 3¢up HJ1 PB 1996C-2019, He Gonee 250 ppm
- METaHO n3m. Nel He Gonee 3000 ppm
- TOJIyos He Gonee 890 ppm
2.11 *Pasmep vacTuil 50 mxm - 90 MxM
2.12 Konnuectsennoe | I'd PB I, 2.2.90 | Pasnen «Konuuectsen- | He menee 98,5 % u ne Gonee 101,0 %
onpeaeieHne HOE OIIpe/Ie/ICHHE) B [IEpecyeTe Ha CYXOe BELIeCTBO
HJI PB 1996C-2019,
u3m. Nel
IIporokon BepuduKkarmm
AMV-MH-14-ADU-1198
2.13 Mukpo6uonoru- | '@ PBII, Meronuka ucnsiranuii | @ PBIL 5.1.4
YecKas YHCToTa: 2.6.12,2.6.13 AM-12-0055/3
- ofuiee KoJIH4YecTBO COIl-KO-12-197
aspobos (OKA) 10° KOE/r
- ob1ee KOJIHYECTBO
rpuGos (OKI") 10> KOE/r
- Escherichia coli Orcyrereue B | 1
3 Or16op npob - B cooTBeTCcTBHHU CO -
CTaHJapTHOH onepaiu-
OHHO# npoleypoi:
COI1-KO-12-024,
COI1-KO-14-057
Rl O6BbeM KOHTPOJIBHOM - - AJL:350r
npoOsl MBJI: 20,0 r

X
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CﬂCUMd)HKBILHSI Ha HCXO/ZHbLIC MaTCpHAaJIbI

POREE |
b %ﬁmbﬂul: 0-14-0055/3-03

—1__aglesnasn Cip.4u3 d

Ne [TapameTpni MeTroas! Meroauku Kpurepun npuemieMocTH

n/n KOHTPOJIA HCIIBITAHM

5 YCnoBus XpaHeHHs - - B mi0THO 3aKpBITOM KOHTEHHEpE

6 | Cpok rogHocTH - - 5 ner

7 Ynakoska - - B makeTbl M3 TJICHKH MOJHATHIE-
HOBO#, BJIOKEHHbIE B KapTOHHBIE
Gapabanbl, a Takike JApYrMe BHIbI
yNakoBkH, obecneqyuBalomme Cco-
XPaHHOCTH CBHIPbA HA NMPOTAKEHHH
CpOKa I'OJJTHOCTH.

8 UsrotoBures - - Hubei Biocause Heilen Pharma-
ceutical Co., Ltd., Kurai

9 | Kon - - 120115

* Jlononuurensuoe tpebopanne OAO «B3MII» s npounasoxactsa JIIT U6ynpopen MAX, tabretku
MOKpPAITEIE UIEHOYHOH 060104K0# 400 Mr. Pesy/ibTaThl HCTIBITAHKHA IPHHUMAIOTCS HA OCHOBAHHH JAHHBIX

H3roTOBHTCIIA.




