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«BHIICO»
O CepTHuKaT CEPHH: T
' BRACCO  [pOXJHC (PROHANCE) 1OJAKOH 10 10315 tyra mean: 26 wontps

RU

W i : 4 2020 roaa
JKH3HL HBHVTPH YpenTuduKaiuonnblii nomepMarepuaaa: 707011 -
Taprus saxasanka Ne: 0D18921 Homep cepun: 00571073
Brinymennoe ‘ N " ) _—
P 16998 NR Jlmapersennas dopya: PacTBOp i HHBEKLUHA
Obnem Tapsl | Cuepxanue 05M
(ynaxkosKR): AGCTBYIOIIETO BEHECTBAL ’

Papeumicrue #a
Crpana- e ) pautHIAnHIY .
nMmopTep: Poccuiickas Deaepaius (BpMSILCATHIIECKORD LP-001781

npnapata N
Hara ; ) ; . . ;
PONIBOACTBA 12 anpean 2020 roaa Cox roAHOCTH: 31 mapra 2023 roza

Hudgopmauns o napTiH
o

707011 [IPOXIHC (PROHANCE) | GIAKOHEO 10 MJI RU 00571073  0D18921

6029732 HPOXIHC (PROHANCE) ®IIAKOH 16MJ130 MJT OK PHA 00568993 Her zammix
6029732 [POXOHC (PROHANCE) BJIAKOH 1687130 MJT OK PHA 00568008  Her aaumbix
2100003 HPOXIHC (PROHANCE) GJIAKOH 18MJ130 MJI PHA 00567810 Her janmbix
2578400 HPOXSHC (PROHANCE) HEPACOAGBAHHIII PACTBOP PHA__ 00567809 Her zaunior

AHAINTHYUECKHE AAHHbIE

g

” ' 3 mu’ eTHBIH WIH CBETHO-
Buenuii s - g - . COOTBETCTBYET
KerThiil pacTsop.
JleapeTBeHtbii IPENAPAT LOILKCH OBiTh
[Tpo3pauHOCTh PACTHOPI - PEpEL COOTBETCTBYET
IEEpaHEIM.

Hesapersenibiil npenapaT A0KKeH Goith
GemBeTHBIM HIH CONOCTABHMBIM C

L{peT pacTBope - COOTBETCTRYCT
oty pd PETBOPOM CTR1IAPTHLIM oBpatiom 4
cpasienna BY6.
Zuauenue pH - 6.5-8.0 7.3
BuAHMBIC 4ACTHIILE - [IpcyTCTBHE HEAONYCTHMO. COOTBETCTBYCT
KoAHuecTO HacTHi HOBILHMOTO iR
. goureiine  <=8$000 5

auanasona >= 10 Mxm p
KoanuecTro 4acTHil Z0BIHMOIO o

o conteiine  <=800 0
manasona >= 25 MKM p
HianexaeMuil 00néM | 103-11.0 10.4
MiuManbintii 00beM 30000HCHIE Ml >=10,0 10.4
Cpeanuit 00BEM 3an0aHeHi Ml 105-11.0 10,5

Fapannnii HOAOKHTCBHBIH.
VY isrpaHoAeTOBBIC CHEKTPL
Hacntudmratuns (Yb-cnekpockoni) - HC@EAYEMOro PACTBOPA H CTAHAPTHATO COOTRETCTRYET
ofoia PACTEOPA FAIOTCPHADIR B
maaiote ot 260 10 300 Ha 10wk

Hamiti copmuhuxain papmi Bt COI0AN 1 HOORUCAH 8 DICKIMOHIGM aude.

«BHITCO IuBXy BIPSO GmbH)
Podepr-Tepaur-llpacce 4,18224 Junven, Dephmiy
Ten, 449 (0) 7731 79080 - wiww.bipso.dgw */
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«BHIICO»
X Ceprudukar cenwn:
\ BRAGCO  [pOXOHCR Lusnro s b DoAAnOH 10 10 Mok i wewarn: 26 woutps

RU
AKMBHB IBHYTPH Yarenrnduxamonnbiii momep Marepuana: 707011 2020 rona

Maprus 3axkasuuka Ne: 0D18921 Hosmep cepun: 00571073

AHUIHTHYCCKHE IAHIbIE

HMETh MAKCHMYMBI 11 MHHHMYMbL

NOCIOHCHUA NPH OIHHAKOBBIX LIHHAX
BOMH.
["agorepnio:n noaoRuTE bHbIH, Bpems
YACPKHBAHMA OCHOBHOTO
XPOMATOrpaHecKoro HHKd TECTOBOIO
) , - PacTBOpa JGIAKHO COOTBETCTBOBATH )
Hnentndukausus merogom BOXKX (HPLC) - BpEMCHH YCD/HBAIIA OCHIOBHOO COOTBETCTRYCT
XpoMaTorpaiuecKoro IMka Ha
KPOMATOrPaMME CTAHARPTHOLO pacTsopa

Tagorepuaona.
Co0oHbH 1010/MRRA Y% <= (),0035 0,003
CroOuArsHI Jran Y <=(),005 0,002
Conepialiie FajJI0TepHI0AA mr/va 265-293 279
Copaepikanue KAITCPHAONA KAIbIHA MI/MI 0,20 - 0,26 0.24
CoaeprkaHie TPOMETAMIHA ME/MA 1.10-1.27 1,21
CrepuibHOCTh - ;IT:!;;E}E};; ?f:;:ff’m L COOTBETCTBYCT
BakTepALILHRIE THAOTOKCHHDI ME/mn =83 0,7

B coorsercteiy ¢ ND (HITO): 10 ma so
thaarone 13 GecuserHoro cTeraa i i ¢
npoGKaMi 13 HacTeMepa
(OyTHIKAY YKA), C OTKHIHBIMI
VYnakonbipanie - ATIOMEHHCHBRIMH KPBIIKAMH C COOTBETCTBYET
UHCTHROBRIMH KOJATTAMEIM, PnakoH B
KapToHROI YIIAKOBKE BMECTC € IHCTKOM-
BRIAJALIICM, Y KA3QHO B YTREPAKICHHOM
YIIAKOBOUHOM MATEPHLIC.
B coorsercrrin ¢ ND (HIIO):

MapKuponKa - TToppoBHocTH YKA3AILL B YTBEPRIACHION  COOTBETCTRYCT
CXEME MAPKIPOBKH.

Yenopus XpaHeHns - Tlpu Temneparype mixe 25 ° C. COOTRCTCTRYCT

Cpok rojmocTy - Jrona COOTBETCTBYRT

JITT 001781-240712, Bapuanr Nel o1
30.07.13, Ne2 ot 25.10.16, Ne3 ot
Otnbisisis } 05.02.18, Ned ot 18.03.19 u NeS ot .
el 25.03.19 (peann3osansl N0 i

obosnadennem BSN-QC-DMF-B125039
[1.0D)

Bee pesyabTaTst HCHBTAHMA (penapara ¥ (paxunil (BCIMCCTR) HPCABAPHTE/ALULIX STANOH  NPOHIRO/CTHL npenapara
cooteTcTByIOT CrieunHKatHm.

HacTosituiM  NOATREPAIIAI0, YTO (pHBEJeH@s Bhine HIDOPMAIUN HBIACTER accrosepnolil BoTOUNGH, M UTO BCC ITAIL
POMIBOICTRA IAHHON CCPUH FOTOROTO MPOINETA OBUIH BRIIOJINCHLY, BRIIOUH YIAKOBKY / MAPKHPOBKY H KOHTPOIb KAUCCTHA HA
YKA3aHHbIX HILKS 00LEKTAX (IPONIBOICTRCHIBIX IUIOHIRAKAX), B HOAHOM cootseretann ¢ rpefosammi [pasin naanexancii
HPOHIBOACTBCHAIOI UPAKTHKH M KOHTPOJH SA4CCTBA JICKUDCTBCHHBIX CPCICTR (GMP) MecTHBRIX PeryIaTOpHLIX Opranos,

Hannuiti cepmuuram napmu Govt co30a EROONUCU & JACKMPOHIOM Guoe.
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(’ - C - «BHITCO»
: \ ep T“q)HKaT cepl'H Kourpoas KauecTsa W40
BRACCO  poX9HC (PROHANCE) | ®JIAKOH 10 10 30 o dewaru: 26 wonopn

.~ RU

KB IBHYTPH yeprudmkannonnsiii nomep Marepuana: 707011
[laprm 3akastka Ne: 0D18921 Hosmep cepan: 00571073

2020 rona

peryasmpueix oprasos EC # 1pefoBaHHaMi, COASPRAUNMICA B PErHCTPAIHOHHOM YOCTOBEPCHHN JICKAPCTBEHHLIX CPeiCTR
crpansmainadenns, Cpeaenna o6 oSpaborke, YIAKOBKD H AIAINIC NAPTHH OB NPOBEPEHBI H IPHIHAHBI COOTBETCTBY UMM
TpefoBmiaM HameKamei Menuckoi npakriks (GMP).

«BHIEO 'n6X» (BIPSO GmbH)
Pobepel cpanr-Ipacce 4
78224 3umrcnm, ['cpmanun (78224

Singes Genman
o

A & L
«BHIED I'MGX» (BIPSO GmbH) DE_BW 01 G’V!P 2020 0095 DE_BW_01_MIA_2020_0058
PobepeTeppur-Ulrpacee 4
78224 3unren, [epmanua (78224
SingenGermany)

BioChm GmbH BioChem_Z001_18 Her pannwix
Haiimepurrpacce Sb 76185 Kapacpya,

Tepmans (Daimlerstralle 5b 76185

Karlsahe, Germany)

B MPONEre NPOHIBOACTBA NPLCHAPATA BUIHHKAH CICIYIOUIHE OTKIOHCHHA. Onu G HAJICIAHM Oﬁpde NpoBCPCHLL, H OuL10
Oﬁiiﬁpy‘:iﬂ), YTO OHH HE OKA3LIBAIOT HIKAKOTO BO3ACHCTBIA Ha KO4ECTBO HAPTHH.

Cunca oTeaonenuii

e i AR A et ShEl T
oMep no nporpasse Trackwise: 371872

Knacempurauna (Classification) Zuaunrennuoe
0056888 Honep 1o nporpasse Trackwise: 373641
0056868 Kaacendnrauus (Classification) 3nauuTensHoe
D0S68%3 Houmep no nporpasve Trackwise: 373641
0056893 Kaacendurauns {Classification) Fnaurensioe

Komsemapun/fIpuveuanus
Jonommeintbie KOMMEHTAPIN OTCY TCTBYIOT.

JHara semyexa: 19 HOJABPH 2020 FOHA
YTBEPKIAEHO
Vnoanosouennoe 1o
Kpucmuan Xopemsénmep
(Christian Horstkoetter)

Hannwdcepmudiram napmut Gt co30an 1 ROARUCAN 6 VICKIMPOHNOM Gl0e,

«BUNCO MmiaX» (BIPSO Gmbl)

%Rcinhurd
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Customer Batch Number 0018921

wantity

‘eleased: 1G908NR
‘ackaging Size: 1

nporting -
ountry: Russan Fed.
lanufacturing

bz 12-APR-2020

Batch Certificate

PROHANCE

1VLX10 ML RU

Material ID: 707011

Dosage Form:

BIPSO

Quality Conti.! ‘W40
Print Date ;: 26-NOV-202t

Batch Number: 0057107

Solution for injection

Strength: 0.5M
Marketing

Authorization No: LP-001781
Expiry Date: 31-MAR-2023

iatch Tree Informat:on

00571073

07011 PROHANCE 1 VL X 10 ML RU

029732 PROHANCE 10 ML/30 ML VIAL OK PHA 00568993
029732 PROHANCE 10 ML/30 ML VIAL OK PHA 00568008
100003 PROHANCE 10 ML/30 ML VIAL PHA 00567810
578400 PROHANCE BULK-LOESUNG PHA 00567809

OD1 8921
N/A
N/A
N/A
N/A

malyt:cal Data

\ppearance
Aarity of solution

:olour of solution

H-value
‘isible particles

smount subvisible particles >=10 pm

Jnount subvisible particles >=25 pym

xtractable volume
illing volume min
illing volume average

fentity UV

jentity HPLC

SRt nl

per
container

per
container

mbL
ml
mi.

Clear colorless or !tght—yeﬂow soiuhon

The drug product should be clear.

The drug product should be colorless or
comparable with reference solution BY6.

6.5-8.0
Should be absent.

<= 6000

<= 600

10.0-11.0
>=10.0
10.0~-11.0

conform
conform

conform

7.3
conform

5

4]

10.4
10.4
10.5

Gadolinium positive. The UV spectra of the

test solution and the gadoteridol reference

solution in a range from 260 to 300 nm
should have the absorption maxima and
minima at the same wavelengths.

Gadoteridol positive. The retention time of

the principal peak in the chromatogram of
the test solution should correspond to the
retention time of the principal peak in the

conform

conform

chromatogram of the gadoteridol reference

solution.

his batch certificate is processed electronically and is electronically signed.

Registergerichl: Frelburg, HRB-Nr. 704803 - Geschdfisthrer: Dr. Remhard?g&f}ram, Mﬁt éﬁn"ﬁ
Citigroup Globol Markets Deutschland - BIC/SWIFT: CITIDEFFXXX - IBAN: DEKEQSQZE i)?%ﬁ?’ié@ﬁ()
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PEAEPAADHAL ﬁﬁ?&mb nO HAAZOPY
B (OEPE ZAPABOCXPAHEHMA

«CBefieHns 0 BBOAE B rpaxaaHCcKnil odbopoT B Poccuinckon emhmnmﬁss

CpeACTB Mo COCToAHMIO Ha 16.12.2020 12:26»

hl r\\

mmmmvﬂm\mm:%x _

chraronnt (1), navks
KapTOHHHEE

001781-240712; Han. Na5  JIIT
001781-240712; Hom, Ne6 & JIT
001781-240712

Jlara suecenns B Mpowsoegurens Crenenus o OpraRustiG,
R Tl ~, BHINYCTHRIIIAA B b: 11490 % L
AHC Toproeoc HAHMCROBAHAE (BHIYCKAIOMHI Crpana CTAANAX HopMaTHBHRA NOKYMEHTANAA S Hwﬁﬁean::n
Pocappasnaipopa KOWTPOAL) NPOHIBOACTRA Tpasl na HI
ofiopor
JIT 001781-240712; Ham. Nel & JITT
TIpoxanc; pacTeop nas 001781-240712; M, No2 k JITT
BHYTPHBEHHOTO BBEASHHA BHIICO TM6X, 001781-240712; Hom, Ne3 x JIN
15.12.2020 279.3 mr/san 1w, (1O mn), BHITCO I'veX lepmanna Tepmasng 001781-240712; Ham, Ned g JITT AO "P-®apm” 0D18921 -




Januch AR

A_O «P-Dapm»

. FAKITIOHEHHE
0 COOTBETCTBHH CEPHI/TIAPTHH BROIUMOT'O JICKAPCTBEHHOIO Kon
npenapara TPeOOBAHHAM, YCTAHOBICHHBIM IIPH €ro @®-01-COI-11J1-044-01
rOCY/IapCTRBEHHON PErHCTPAIuH

SAKJTIOUYEHHE Ne 103-2020
oT «15» gekabpg 2020 .

0 COOTBETCTRHH CEPHI/TIAPTHH BBO3UMOTO JIEKapCTBEHHONO Mpenapara TpeboBaHmsIM,
YCTAHOBIICHHBIM TIPH €0 FOCYAAPCTBEHHON PErHCTpauuy B P®

Beiasno NMpe/ICTABUTEICM  OpraHd3alvM, ocymecmﬂammaii BBO3 ICKAPCTBCHHOTO npenapara,
YHOITHOMOYECHHOTO HHOCTPAHHBIM ITPOH3BOHTCIIEM

Onennna Kcenus BrnampimuposHa
{DHO oT8eTeTBENIONG JIHiL, YNOMIOMOUCHIOT) NPAHIBOUITCIEM JICKAPCTRCHAUTO Hpenapira)

AO «P-Dapy» 123154, r. Mocksa, yi. bepsapuna, a. 19, xopir. |

{HOMCHOBAN AL HOPHZIHYCCROTO kA, mpll}{liﬂeﬁk'ﬂﬁ aapee)

neiicTByloniero Ha ocHosatuK jJosepenHocti o1 Bracco Suisse SA, Liciuapus

{(yxatary: JlonepennocTs/Cormmenns o kanecrny/Konrpakra/Joresopa AeTprOsiott)

ot «29» ausaps 2020r. Ne b/H
¢ 29 supapa 2020 r. o 30 noabpa 2021 r.

(YKa3aTh: CPOK JICHCTRUA JOKYMEHTA)

Toprosoe HaHMEHOBAHNHE [Tpoxonc

MeKIyHApOIHOE HEITATCHTOBAHHOE HANMCHOBAHHE [agorepuion

(rpYTNHEPOBOYHOE HIIM XHMHUYCCKOE)

JlekapcTeennas dopma pAcTBOP JUIS BHYTPHREHHOTO BBEACHUA

Jozuposka 279,3 mr/mn

DopMma BHIYCKa pacTBOp JUIA BHYTPHBCHHOTO BBEACHHA, 2793
mr/ar (aaxon) 10 mot x 1 (nauka KapTouHas)

Homep cepi/mapTiu 0D18921

Q6beM_cepuu, yi 16 998

Konuuecrso BBe3eHHOE, YII 16 998

Jara nponsBoncTsa 12.04.2020

Tojen o 31.03.2023

HaumenoBanue i aipec npon3BoauTess/ e T[TPOUBBOJIUTEIID (Bee cragnu, BKIIOYAs

C YKa3aHHeM CTaauil npousBocTaa BBLUTY CKAIOMHET KOUTPOIL KA4eCTBa)

BUTICO I'm6X, epmanns
Robert-Gerwig-Str, 4, 78224 Singen,

Germany
Homep 1 gata perucTpatmoHHoro yA0CTOBEPeHHA JITI-001781 ot 24.07.2012,
nara 3amensnt PY 18.03.2019.
Hontep HOPMATHBHOI JOKYMEHTALITH JITT001781-240712
W BCEX HAMEHEHUIT (ITPY HasIHUITH) Hsm. Ne 1 or 30.07.2013,

H3m. Ne 2 ot 25.10.2016,
Ham. Ne 3 o1 05.02.2018,
WM. Ne 4 ot 18.03.2019,
Man. Ne 5 ge25.03. :
Bpakko C BM CA' ‘mm‘mgm i

Hanmenosanye H ajapec AcpKaTeNns
PErHCTPALHOHHOIO YAOCTOBEPEHHA

. * B
2 MoK
T vi0

Ty, Mo "u;v.nﬂ’)



Jarnuch %

‘ AQ «P-da M»
: 3AKITHOYEHUE
0 COUTBETCTBHH CePHI/TIAPTHH BBO3MMOIO JIEKapCTBEHHOTO Kon

npenapara TpeGOBAHMAM, YCTAHOBICHHBIM OPY Cro ®-01-COII-11)1-044-01
rOCY/IapCTREHHOR perucTpauuu

PaccMOTpeHBI  TIPENCTABJICHHBIC JIOKYMEHTHI IPOM3BOIMTENS JICKAPCTBEHHOTO [Ipenapara
tolepKanHecs B HHX CBEICHUS:

1. PerucrpannonHoe y/10CTOBEPCHHUE JICKAPCTBEHHOTO IIpeapara;

Ne JITT-001781 ot 24.07.2012 r.. jiaTa 3amensl PY 18.03.2019 r.;

2. HopmatuBHas TOKYMCHTAILHA HA JIEKaPCTBEHHBH MpenapaTt:

Ne JIIT 001781-240712, usmenenne Ne 1 or 30.07.2013, Ne 2 o1 25.10.2016, Ne 3 or 05.02.2018,
Ne 4 or 18.03.2019, Ne 5 ot 25.03.2019.

3. CepruukaT KagecTBA/CEPTUGHKAT AHATHZA TNPOU3BOANTEN JIEKAPCTBEHHOrO Ipenapara,
YAOCTOBEPAIOMINI{ COOTBETCTBHE CCPHU/TTAPTHH JICKAPCTBCHHOTO NMPETIApaTa BCCM IOKA3aTEIAM,
NPeyCMOTPEHHBIM AeHCTBYIONEH HOPMATHBHOH JOKyMeHTalMelt:

Ne B/H o1 19.11.2020 1.

4. Ilporokon menbrramuit Ne 365/5 ot 15.12.2020 r. seigan OO0 «KouTponsHo-aHalHTHHECKAS

nadoparopna DAPMAHAJIH3»,

JIAKIITOYEHHE:

JlexapcTBeHHblit npenapar: ITpoxaic pacTBoOp 18 BHYTPHBEHHOrO BBedeHus, 279.3 mr/mi (durakoi)
10 M x 1 (nauxa KaproHHas)

{TOProBOC RAHMEHOBINHE, J0IHPORKa, (hopa BulnyCKa)

epua 0D18921 npomssoncrea BHTICO 'm6X, T'epmanna/ Robert-Gerwig-Str, 4, 78224 Singen,
Germany (ITPOU3BOAMTEJE (Bee crazmi, BRAIOYAS BEIMYCKAIONIHI KOHTPOIEL KauecTna)).

{HOEMCHOBANUE W AAPCC TPONIBOANTEIM (C YKAJAHHEM CTARN NpOMIBOACTRA))

COOTBETCTBYET tpedoBauuaM, YCTAHOBICHHLIM ITPH €0 TOCYAAPCTBCHHOH PErHCTPALHH.

[punoxenne:

L. Ceprudunxar ananuza Ne B/H ot 19.11.2020 r. IIpoxsHc pacTBOp [Uis BHYTPHBEHHOTO BBEICHHA,
279,3 mr/mut (rraxon) 10 M x 1 (nmauka kapronnas) cepust 0D18921.

2. Tlporoxon ucnerrannit Ne 365/5 or 15.12.2020 r. seigan OO0 «Kourpoasho-anaiurnieckas

jnadopatopns PAPMAHAJIS».

@ipencrasurens AQ  «P-Mapm», OTBETCTBEHHBIA 33 BBOA NEKAPCTBCHHBIX  TIPCHApaToOB  UIA
BEIIHUHIICKOTO NPUMEHEHI B IPaKAANCKHil 0DopoT:

Grennua Keenna Buanumuposua A0 A Fete
(IO} {moanuct} (rata)




