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[oxul Xonckea ITpouece 3akaza No 222725433 s 3asoga 03 Ocino Bropuumslii

Marepnan:1192946 Knapuckan 0.5 mvoas/ma 10x15ma RUS

Komrgecteo: 1.030 ynakoskyd Knuent Cepua Nu ¥iorssets

ITpon3eoncteennas sepcns: 0070 Cpox rogroctu: 09-2022 |
IMpenmucanue: 70 Buytpennsasa cepus Ne: 15279520 |
MP craryc: Hata npounzeoactea: 14 10 2020 g
KomMenTapuu: é
Onepamnst: 0050 [TakkekonTpost Crp 31 13 31
Pecype: WC-PK. ITakkekoHTpOMT Opuruman ' |

CepTHdHKAT COOTBETCTBUSA

Hactosimmi#t noxymeET yOOCTOBEPACT, YTO [AHHAZ CEPHA NPOAYKLUAH Oblma

IPOH3BE/IEHA, YNaKOBaHA, NPOTECTHPOBAHA M REIIYINEHA HA HIDKE YKA3aHROI

IIOMA/IKE B [IOMHOM COOTBETCTBHE ¢ TpeGoBatHsMAL:

1. EU GMP (Esponeiickumn Ilpasuiamu Hamrexame#t IIpom3BomcTBeHHOM
[Tpaxraim) .

JIuIeH3HHE Ha IPOU3BOICTBO

Perucrpanmonnoro Yaocroepenus Ha npogyxT

Tpebopanuamu Hopmatueroro Joxymenrta JHI-00611-210220 (Knapuckan).

B W

Ecnu ymakorammoe KOTHYECTBO OT/IMYAETCs OT KONUWECTRBA 3aKa3a, HEOOXOMHMO
YKa3aTh:
DaxTHYecKoe KOTHYECTRO YIIAKOROK: H/M

OTOT NOKYMEHT YHOCTOBEPACT, YIO AaHHAi CEPHA YNAKOBAHHOTO MPOLYKTA (CM.
3arofoBOK), IPOMCXOIAT U3 CIeyromel cepnur 15232845 nomynpomykTa.

Ceprudukar  ananusa, OTHOCAIMHCA K  NOTHOMY  XHMHYECKOMY o u
MukpoGronoruaeckomy aHaTusy UIS NOJNYNPOAYKTa, NpHIaraeTcst. IlapameTpsl
IlopMaTHBHOrO JOKYMEHTA, KOTODEIC He BKIOYeHE B CepTrdHKAT aHaIH3a, JODKHEL
GEITE IPOTECTHPOBAHE! JIOKATBHO (EC/IH IIPHMEHAMO),

Hata: 24 voa6ps 2020

IMoamwcawo: Iodnuck
Brimyeno VIT: Jbxox Aneun [Taganaca e
Ynonnomouennoe Jluuo (Aupexrusa. 2001/83/EC) /
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JxunH Xasuckea, AC
Huxozefien |

P.0O. Boxe 4220 Hunanen
N-0401 Ocno, Hopeerus
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ITepeBon Bermomam: I'yzesa
Menemxkep o obecnevenuigikadec
000 «TxuM Xsncxgada




CEPTHO®HKAT AHAJIU3A PYC

cTp. 1 03 1
[Mpoxyxr Cepust nomep: Hata warotosnenus: Ba3oreld pacteop Ne:
KJIAPHCKAH, PACTBOP 1151 15232845 14 oxraGps 2020 15232807
MHBEKIUH 0.5 MMOJIL/MJL 15 M1
CTEKJIO
KIAPHCKAH XpawuTh Tpu TeMBEpaTYPe
279.3 MI'TAZIOTEPOBA 1 KHCIIOTAMN 1e suime 30°C. B
3alKUICHHOM OT BTOPHYHBIX
PEHTIEHOBCKHX Nyyuedi mecre
Tectr Pesynetars Creundukaunm nis MeToa0s
KOHTPOJIS:
Onucanue [Tpospauneiit [Tpospawusiit SecuseTHuii wim crerxa

Breweuii pun

IMoaannnoCT

Teet na mermosmma ranotepar meroom HK-
CTIEKTPOMETPHH

Teer na Cazonunit Merozom ONTHKQ-3IMHCCHOHHOH
CNEKTPOMETPUH C MHAYKTHBHO-CBA3AHHOL TL1a3M0i

Puznyecxue NApaKTEPHCTHEH

eetnocts
pH
OcMoasaRROCTE

KonpmeeracHHoe QApCACNCHHE

Obwee conepwanne [anonumus Meromon ONTHKO-

DecuBerisit 1wy

CIIETKa KeNTOBATHIH

pactsop

Coorseternyer

HETTOBATEIA PACTBOD

CooteeTcTByer pediepescHOMY cnekTpy

pedepencHoMy criekTpy

Coorsercreyer

ue Gonee sranona Y6

74
1308

IMUCCHOHHOH CHEKTPOMETPHH ¢ HHAYKTHRHO-CRIANHON 0.504

nnasmon

Conepskanve Magorepesoii kucnors METOLOM ONTHKO- 281.8
FMHUCCHOHHOH CIEKTPOMETPHH C HHAYKTHRHO-CRS3aHHOHN

nnasmMo

Conepxanue Mermomina MeTonom NOMAPHUMCTPHH

Hucrora:
Poncraennuie npuvec JO3A (Cu-DOTA)

Emzmnuan HECMEUR]HIMpORaKHad NprMect
CymMma npumeceit :

Heopranuueckue apumecy

917

He sriseneno
He Briapneno
He Brissneno

HKeaczo (Mcroa onrrko-mMHecHORHON crextpometpunic 0,0

HHIYKTHEHO-CBA3aHROH nuasmoit)

Hpoune recrar;

HaGmrounoe conepianue DOTA (kak Cu-DOTA)

MeTod0M BOAX-YO

CroGoumeri Tanonuumi (xavecraeimas peakuus)

Mexanuyeckue sxmoyenms:

0.304

He Bonee 3mr/vn

Hanwawe Magonnnng

He bonee stamona YS

0T6.9 - 7.8
0T 1215 — 1485 MOcw/kr
ot 0.475 - 0.523 maons/va (ot 95 10 105%

OT 3aABJICHHOTO KOIHYCCTRA)
Or265.4 - 293.3 mr/un (o1 95 10 105% ot

3a5RICHHO]

r'0 KOJIH4ECTRa)

Or 87.8-107.4 mr/vn (o1 90 s10 110% ot

3adABICINIO

TO KOIHYecTna)

He Sonee 0.13% (/s razoteposoit KHCAOTEL)
ue Gonee 0.15% (n/s ragoreponoi KHCIOTEI )
He fonee 0.25_% (n/8 ragoteporoii KHCAOTEI)

He 6oace 0.5 Mr/ma

Ot 0.140-0.350 mr/mr

He Bonee 3mr/vn D !
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YacThimi pazMepom Gomee yem 10 MKM 0 L
HacTuie: pasmepom Goree yem 25 i 0 e Benee 600yacTiy Ha ) \;“:
Hssnexaemsiit obsem He menee He menee UOMHIANILIOrG ]
HOMHKHAJIBHOTO . -
MukpoBuronoruueckye Tecrsr: N
Crepunsaners yaosn. Tpeb, yaoemn. Tped. EBp.@ﬁpM/US\B@’N f__,m/c, 5
Egp.®apm/USP/JP R TR
BakrepHansible 3110TOKCH B! He Gonee 1,0 He Goaee 4.0 ED/ma B W H
3akniouenue: Opobpero AaTa: 30 Hoabps 2020
’ Ocno calir Ay
HnM Xanckea, AC, P.O. Boke 4220 Hupanew, N-0401 Ocno, Hopserus Otpen kauecTea noonugs
DNeKTPOHHRA NONKCH -
Opobpeno: flara v Bpema ogobpenus (cepsepHroe spema) Noarsepags .
Kamnos, Kaponun (212756255) 13 HorGpa 2020 12:23:26 Cepus bl

ITepeBoa BeimonHMa; 1




