| , HEKJITAPAIIAS O COOTBETCTBUA

ALKHAPAIT, IPITHUMAIOIMINT JEKJIAPALMIO O COOTBETCTBHUH

QOO Hoxmop Parvk Papya,

Credenua o pecuempayuu opeanuzayu; Mesicpationnan uncnexyus Pedepanvroii nanozosoii crysxcéor Ne 46 no
2 Mocree 20.12.2007, OIPH 1077764140630, dama npucgoenun OTPH 20.12.2007,

Adpec: 127055, & Mockea, ya. Bymuiperutt aan, 0. 68/70, emp. 4, 5. Teneghou: (495)933-99-04.

B auye: Fenepaivnni dupexmop Marxcunos K5,

Hoeepenniae nuso: Kanyan C.A., doaepennocmes Ned om 09.01,20182,

FASGEIIET, UTO

HERADCMBERNOE Cpedcmeo.” Ypeodatsx cycnensua daa npuesa enymps 250 me/S mu 250 ma, Praxoner memmozo

emekRa (1) /o soniernie ¢ sepnoi cmacanyuxon/, nayku kapmounere, PY Ne IT NO14714/02 om 05.03.2009

| | (Oama nepeogiopmnenus PY 23.10.2013) audano Ap. Danvk Qapma I'm6X, cepus 180145, napmus 3221

| ynaxosox, zoden 0o 01.11.2022, npowseodcmea Bugpop AT, Lllseiiyapus, Vifor AG, Bruhistrasse 50, 4107

‘; Ettrsgen, Switzerland / fp. Danvk ©@apsa 16X, Lepwanus, Dr.Falk Pharma GmbH, Leinenweberstr: 5, 79108
Frciburg, Germeanyy oo OKITH2 21.20.10.114, k0d TH BT 3004900002, ronmparm Ne 9719 om 21,05.2019,

| wngoic Ne 14295 27 om (01.07.2019

' COOFBETCT! IVET TPEGOBAHIISIM
LINGI4T714/02-050309 uzae, No -3
fAEIJTAPALIFCL TIPHHSITA HA OCHOBAHHMH
| mpomorox wenvimarnit No 827n om 22.07.2019 HIT 000 AL "PAPMOBEOPOHA", ammecmam axxpedumayuu
, POCC RU.GO0.. 210140, Cepmucpuram POCC DE.OMI5.C82465 om 23.07.2019

| i
| A TATIPHTEST VO AEKJIAPALIRH 23.07.2019
|

| JIEKIAPALUL AEHCTBUTEILHA IO 01.11.2022

g e £ Kanyrun C.A.
deraapasm. NOARKCY ®.H.0

CBEAFHWA O PETHCTPAIINU

| OPFAIL 11O CLPTHOUKALIMH, 3APECHCTPHPORBABIIUN JAEKJTAPAITHIO

POCC RUDOGLTTDMIS OPFAH IO CEPTHOHKALIHH TPOOYKIHH OBLIECTBO C
OFPAHHHEHHOT OTBETCTBEIHOCTHIO “OKPYXHOF HEHTP KOHTPOJIA KAYECTBA

L wdpec opzanuzayim: 115280, 2. Moexaa, ya. Macmeproaa, 9. 4, am. 5, noat. I, kom. 1., aopec opaana 1o
cepmughcn IS8T Mockosckan obonacme, Hempunexuil pation, dep, [ewxoao, 0. 248, cmp. 1, mea.
(495)640-96-69, (193)787-92-78 aef-caiin: oyxk.pg.

| AEKJAPALIS ) COOTBETCTIHH 34T ETUCTPHPOBAHA N2 POCC RU JI-DE. ®M15.4.19577/19

| JATA PECHCTPALLNN 23.07.2019
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CUCTEMA CEPTUOUKATIHN TOCT P
fDLJi'P\ i JHOE \E’I‘"F(‘TBO [HE) [’ﬂ?\iiH‘ILLhOMV PET TIHPOBAIIHIO U METPOIIOI‘I’II’I :

CEPTU®UKAT COOTBETCTBUS

N8 pocC DE.OM15.C82465
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| POCC RU.O0G,

Ne 0521084

GPIrAH G CEPTHOUKAIIMA

[ DA 5 OPTAH 110 CEPT ’ffI’HKALUM HP(),!(}’!{HHH OBLL[bLTBO s OFPAHH‘IEHHOJ??
HOCTHIO "ORPYVIRHOH HEHTP KOHTPOIS KAYECTRA", aopec apzaﬂmm;uu 115280, 2.
reproaa, 0. 4, sm. 5, noa. 4, wosm. 1., ddpec opeaia no cepmuqbumuu 143581, Macrosekan oﬁrx

UTBETCTBE
Mociea, ya. /

Hempunciuii pasion, oep. Mewxogo, 9. 248, .cmp. 1, men.: (495)640—96—-69 (495)787 -92-78

TPOAYRIIA

SRApCBeNIO CPICmB0: ¥ProdiuioK, CyencHsun O ApIUeMa eNymps 250 m2/S i 250 mn, f A oK 034_20 14

qw(h\o_'m;r e co emeraq (1) /8 koarviekine ¢ epREIM cmammzmmr/ nawm mpmuuue, 3 2 (O 3

1V Ae T NG D om 05‘03.30({1 (oame nepeogopnenus PV 23.10. 2013) aeidano Jp- @aﬂtm ! ggﬁﬁg‘)‘?g ( KH.IIZ).

rapie Fac ; T o : |

cepust [S0145 coprw 3221 ynarosok, 200en 80 01.11.2022, f

Koumpaxni 1 21.05.2019, ungoiic No 1429827 om 01. 07. 2019

COOTBE LYET TPEBOBAHMIIM HOPMATUBHBIX AOKYMEHTOB ‘

1 NOI4714/02-050309 uzm. Ne 1-3 . L | xop TH B3A '
» H

it '3]_ OTObB!
Bughop AT, b

GmbH, Leine nvehersin 5, 79108 Freiburg, Germany, Fepyanus

CEVIHOY AT BEIAAH i .

OO0 "Hown w @upna”, HIH: 7700053262, adpec: 127035, 2.-Mockea, yi. Bymuipewuii gan, 0. 68/70, cmp. 4, 3.
Teaehon: (4 1-99-04. ; : o ; T B .
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COAMBCTH!

Dr. Falk Pharma GmbH

Cepruaduxar agannsa

Ypoodiannk cyenelzua 250mi/im
140148
112018
11,2022

pannoeTh (BAXX)

Al E Crewndariuis Pegynvrar
S AN DanopoAkasn cycaey3 i 6enoro UneTy, COAEPIKALLAR MONKNE COOTRETCTOYOT
' k [Y3LPEKI BOZAYXY, C APOMATOM JIHMOHA
iap.h. 2.2.3) 5.8-5.2 4.5
OTHOCTE Pao 1.040-1.149 r/mn 1.092 r/mn
ppi2.2.5)
ROCTh | 2560 mITac 29 mlla-c
pab,2.2.10) | {20+ 1 °C)
UMEHTRLHOHEN B TCHEITHE 2 MHHYT CyCNCHIHA HE JOILHI PACCABHDBATLER CODTOETCTHYET
nocne p36anTEIDARMN; 103 % 1

©90-110% YIUXK - .-

eM hgaonHenin (20 °C)
nacio USP/NF <4982,

cweMBli oGnen)

2 250 wt fnakari

250.0 Mn /pmiokon

Lpr HACTHU
LIGERONMNCCH )

»L2.9.03)

IPOHINE NPBUAMeC!Ht

WX, TCX)

nisoers (R3IX)
ot OKCHXDIICBAR
TS

GuHan RucroTa

ACTREHEIDE
seacHne (B2ACX)

pasnep vacTau 0bpaiua cooTACTCTAYCT NOMIMHAOM CooTBCTCTAYET
nerapeTaeHnoR cyberannui; 95 % <30 mkm

f xonesas kucnota (TCX): 202 % COUTLETCTYET
| ypcoxoinesan kucnora (TCX): < 0.25 %% cooroerYeTRY LY

; xeHoneokeHXonesax kycaota (BXKX): < 1.0 % 0.5 %
Jugroxonenan kucnoTs (TCX): 0.1 % cooTBETCTY Y OT

CAH YT MeHNASHTH(MUHPOBaHIA npusMect (BRKX):

<02 % COOTRCTLTD YOT

CyMMU WUANBHAYENLILIX nplMecei: $ 0.5 % <0, %

cymmMa npnmMeck (BIXX): s2.0% 0,5 %
SPEMEHY YACKBBAHHA YPCOAEIOKCHXONCUOH KHCROTLL ) cooTUETCTBYET
Ger3nfinodt KHCIIOTH COUTASTCTBYIOT APEMEIITM COOTBETCTBYCT

YHUSPIKINAIHA CTANOPTON

47.50-52.50 me/mn

48.52 mir/mn

CriglnKenXoienan
3 J (97.0 %)
Diilad KiCHOTR | [.35-1.575 mrimn 1541 mr/mn
| (102.7 %)
ension ([tus . kyeilliseh}
ension ([tussland, kyeidiisch} 1 $i

: W3PS _master Version |2, sngepasst an NID 11 NO1L4714/02-050309, veriution no.} (64.03.14)
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Cepruuxar aHaau3a

Yipcodanuk cyeieiinn 2508078 s
180143
11.2018
112023

Dr. Falk Pharma GmbH

HPO!{H!!CRCTREHHDI-i ﬂpﬂlﬁ"ﬂﬂ(ll)

b¥aT, T YTHEPMAZHO 21} He YTEepNcieHo

vpr, 12 monm 2019

vepension (Russtand, kyrilisels)
230_MI2PSI_innster Yerslon 12
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ougepmast an ND TTNQ 4714702 050309, varialion no.d (05.03.14)
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Adtasn ‘ Cricwindirica sLun Pesyinror i
YOBHONOPNHECKAR ‘\ aspodusic Gaxrepun: S 1000/ Mn <20/Mn
e rpHdu: € 100/mn <10/mn

@ 2.6.12/2.6.13) l E. coli: oeyTeToyior s | Mn 0fmn
J (cornacsio Eop.d 5.1.d  Kar. 3A) [ |
N s
sieMai e Mar yesepsictacm, STo jlanHni npenapat apoxanenen corareno GMP (Hawiexawei

760314






Jp Panpk CDapma 'M6X

DTH(QHKAT HA CCPUIO

H:anaune apermapara, Jola,

sporpenuasy fll(l{]Mﬂ:

D HTHH Yirfikanics:

VIGPTHRYWOULAY CTYpaia:

ep Periterpaumstoinioro
FUBCRCHEDT

Mep CopIL:

S HPOHIBOACT DAL

Loy JLo:

ST poHIBoACTBA:

TIUPHKAT COOTECTCTR I

Donaxssae GNP

VAL TR LD RIS

(erapm

PIDALIE O CepPTLIHIKRLITI
SHIHIM NOJATBEMICHATO, Y10 NPHBEIeHNASL BhilUe H}!(bOpMauH’ﬂ SIRJTAETCK JQCTOBEPHOH U
bRV CepHs TIPOMY KILHIT oniia IIPOAIBELEHE, RILOVAS YIAKOBKY 7 MAapKHPOBKY H KOHTPOJIL
U HA BuiRICYTIOMARY TOM YUACTKE, B [IOTHOM COOTBCTCTBHE © TpefoBaHMaAMHK GMP mectitord

1 ObINYIUeHa S APOIaiH.

winy Dapaa TuEX

(OMOUEHNHOE JHITO e L
o N

10 Dpra

wceny baficas
p. Tomac GunrepxyT
Tp. Pypons§y Bunsrensm

el) 250wy VFI_RU_lyel.

DHN-BHALMeIbM PyccKann

Vpeodanpk 250mMr/SMi1 Cycnedsus [t pHema
BUYTPE

Drakor 1o 250 M
Poccus

P ND14714/02

180145
i1.2018
11.2022

Vifor AG, Zweigniuderlassung Medichemie Eitingen/
Budgop AT LeatikuncpnaceyHr Menuxemn Ortunres
Brihlstrasse 50/ Epynuwrrpacee 50

4167 Ettingen/ 4107 SrruHred

Switzerland/ Wineituapux

Ne 17-0868 (Budop)

CMOTPH NPHIANACMELY copTH(HKaT dHANMR

Orcyrerpyior

ACILETO OPraHa { CHCLHPAKALIHMY B PAspEieHHH Ha NPOJaKy CTPaHbl-HMIIOpTepa.
i 0B obpafoTice cepuir, YIAKOBKE W aHalKse GBUIY NPOBEPEHDL M NPH3HAHE]
rorpyioimMn Tpedosawnam GMP.

Hata nom‘; m,(u.,m/OGf)Ol 9
ol Bt s J,:,,_,, e
Dr. !-uednc'h{Wﬂhéhn Ru!}kamp

Axel Baycan N, 4{\ Lot l;r- _-
M. 793 0@ ﬁ v
Dr. Thomas Fingeihut--

Dr. Rudolf Wilhelm

Ut 24.04.3017
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