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| EKJIAPALIAA O COOTBETCTBUH

JEKJIAPAHT, IIPHHI»IMAlOI]II/IfI IIEKJIAPAIIHIO 0 COOTBETCTBHM 1

000 "I'HC-PYC"
Cgedenua 0 peeucmpayui OpaHUIaUUU: Meawcpaiionnas uRCReKyii DedepanoHol nano2080i cyonctol Ne 46 no
| 2 Mockee 12.04.2007, OTPH 5077746558160, oama NpUceoeHuA OI'PH 12.04.2007.
Aopec: 121108, 2 Mocxea,yr. Heana @panxo ,6.8.Teﬂe¢ou.‘8(495)223-01-04,4’:axc:8(495)223-01-50
B nuye: [enepanoblii OUpeKmop Kupumog Meuucnas Cryn \
JlosepenHoe AUYo: ITenex H.B., 0osepernocHb 49 om 01.07.2019 2 -

}

|

NeKapcmeeHHoe cpedcmeo: Annonypunon-21 HC, mabremxu 300 M2 30 wm., raxonvi (1), nauKu KApMOHHbIE,
PY Ne IT N012684/01 om 31.08.2010 (0oama 3ameHbl 09.10.2017), cepust 5714480319, napmusi 9 100 ynaxosox,
200en 0o 01.03.2024, npou3seoocmed 340 "(Dapmaqesmuuecxuﬁ sagod DTHC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 1 18-120, Hungary, / 340 ”@apmaueemuuecxuﬁ 30600
ArUC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKIIA2
27.20.10.226, k00 TH B2JT 3004900002, kowmpakm Ao RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5453019

| om 09.08.2019

?i COOTBETCTBYET TPEEOBAHHUAM
1T N012684/01-091017 usm. Ne I-

| | MEKJAPALIHA NPAHSATA HA OCHOBAHHH
| npomokon ucnwimanuii Ne 4645m om 21.08.2019 HJ1 000 5104 " APMOBOPOHA", ammecmdm

| axxpedumayuu POCC RU0001.21 140, Cepmudpuxam POCC HU.®M08.C46622 om 21.08.2019 \
l |
U AEKJAPALIMU 22.08.2019 )L \
HCTBUATEJBHA 10 01.03.2024 s
@) - DT —
NOANTKHCH & U0
CBEJEHUSA O PETUCTPALIAA \

OPI'AH IIO CEPTHOMKALIUH, 3APETI‘ICTPHPOBAB1I1H]7[ I[EKJIAPAIIH}O

l RA.RU.11OMO08 OPIAH I10 CEPTHOUKALIHH IPOAVKLIHH OBIJECTBO C OFPAHH‘IEHHOI/“I H
1| OTBE TCTBEHHOCTbBIO ”OKP.V}KHOP'I LEHTP KOHTPOJIA KAYECTBA",

adpec op2anu3ayuu. 115280, 2. Mocksa, y1. Macmepxoéd, 0. 4, am. 5, nom. I, kom. 1, aopec op2ana no \ \
cepmugpurayui 115280, POCCHA, 20po0 Mocked, yi. Macmepxoéa, 0. 4, am. 5., men.. (495)?88-02—88, gel- \ :

caiim: oykK.p@.
ETCTBHHA BAPEFHCTPHPOBAHA Ne POCC RU J-HU. DMO8.A.34050/19

|

Juncuxo U.b.
PyxosoauTe/k oC

|

|

|




F -
q EGIS

3A0 «tbapmauenmtieckuﬁ
1106 - DBenrpus,
Tenedou:(36) 1-803-5554

sapop  DIHO»
byzanewTt, Y7 KepecTypH 30-38.
Tenedakc {(36)-1-803-5556

CepruduKaT Ka4ecTsa Ne.: 2886K/2019./NR

HapvenosaHue Apenapari; Asuiony pHHOG
Cepun Ne: 514450319
Homep anaania: TAB/2016/737
Jata anannial 29.03.2019.

Hoxazamen Kayecmss:

Onucanue:

[102AHHHOCTD:
{loanHHHOC B! (TCX)

[loAAMHRIOCTD:
(VD-cnekTpoOTOMETPHS)

Cpeanus Macca #
GAHOPOAHOCTE HO MACCE:

PacTaopenue:
(de-cncmpo(bmomemuu‘)

MoTeps B Macce npu BHICYUIMBAHKM
PojcTBeHHBIC TPHMECH (BKX):

- npaMeck Al

- npumeck B+ C

- ppusecs D

- pumeck E:

. mobas HenaenTH(. NpUMECh N0 OTA-

- cymMMa newaenTd. npuMeceii:
() AHOPOAHOCTE NO3HPOBAHM:
(PBM)

MukpobuosoruHecKas ancrora:’
KoangecTBeHHoe ONpelenenue:
(Y @-criexTpodoTOMETPHAY.

YnakopKa:

k!\dapxnposxa:

gictioueH & ceprudurant Kasecmea

[lponIBOANTERE FAO «dapmaieBTHICCRAN 348
DaCoBUIHK,YIIAKOBIEAKS § 3A0 «@apmanesTHuE
Branyokaonmi KOWIpoak cavectTea: JAO «dapmanes

pezviabmanisl
Coots. Tpeb.

Coors. Tpeb.
Coorn. Tped.

Coors. 1ped.

3892 I
Coora. Tped.

95 - 99 %
Xe=97 %
1,0 %

menee 0,02 %
0,04 %

menee 0,02 %
menee 0,02 %
menee 0,02 %
menee 0,02 %
AVio=20

Coots. Tpeb.

1014 %

304,3 mr/rabn.
Coots. Tped.
Coorn. Tpeb.

cxuii 1asoa TH

3THUC TabieTki 300 mr 30x

JlaTa MPOM3IBOACTBR: 03.2019.
["oaen 10! 03.2024,
Hopabi:

Kpyranie AGOCKHE abaerkn Genoro Han cepopato-feaoro UBeT. ¢
drackoi, © puckoi Ha onofi ¥ ¢ TpaBUpoBKOi £ 352 na apyrof
cropotte, Ge3 Wik NOYTH Ge3 zanaxa

Y @-cniekTpOHOTOMETPHA # TCX aomkbl 0BT TTOAOKATEABHBIMH.
OcHOBHOE TIATHO HA NPOMATOTPAMME HCMBITYCMOTO PACTBOPA N0
yHauenuio RY, BOIHAHHC [ATHA ¥ NOFIOWCHHIO B V-CRETE JOIDKHO
COOTRETCTBOBATE SHAUCHHIO R, peauuuue HETHA W NOPIOLSHHIO B
Y -cheTe OCHOBHOTO NATHA Ha XpPOMATOrPaMME CTAHIAPTHOTO
pacTEOpa ALIOHYPHRHONA.

Vib-cnekrphl  NOMIOICHAR HCMBITYCMOTD M CTaHAApTHUTG
PACTBOPOB, CHATHIC ONHOBPEMCHHO B OT/IACTH JiIHH poan or 220 10
380 M, AOAHBE MMETh MAKCHMYM ornomens npu 250 2 M.
390,0 Mr + 5% (o7 370,5 no 4095 mr)

18/20 rabaerok - He Goace & 5%;

2/20 rabnerok - He HOALE = 10%

e menee 75% (Q) o7 HOMHHAILHOFD KOIHHerTHA ACHCTBYOWIETO
BELECTRA JIOIKHO Nepelt B pact sop 3a 45 MuH

pe Gonee 3.0%

e Gonee 0.20%

ue Gonee 0.20%

ue Boace 0,10%

we Gonee 0,10%

e Gonee 0.10%

e Gonee 0,30%

AV < 15 (n = 10). ecom VCIIOBHC HE BRIMIOHACTCR, TO

AV £ 15 (n=130), u A 30/30) TabAETOK KOAHUCCTRVHHOT
COACPAHHE AeHCTRYIOIErO BEUIECTHA JODKHO HAXOAHTHCH B
HHTEPBANC 0,75%<M - 1,25=M

Kareropus 3A

o1 95,0 20 105,0%

200.0 mr & 5% (285.0 - 315.0 Mr anonypunoaa /rabaerkd)
B cOOTBETCTBHH € HOpMATHBHOH A0KYMEH rauueh

B cOOTRETCTBHM C HOPMATHBHOM AOKYMEHTAUHCH

 ucneimARNe 8ENOAHACIHCA gan nepeot cepun eoncecoOHo, danee 0aR xaxcdod 10-iscepun,no>3moy SurHblil HOKEIAMEAL MOXET sty HE

oa T HC» 1165, Byaanewr, ¥ Berenbhe s 118-120, Benrpus
Oy 9900, Kepmeni, y.Matsm xupait 65, Beurpus
yuaeckuil sanon A 9006, Kepmena, vaMars xupa# 65, Benrpus

Gupma JA0 whapmateTHycckitii 3aB0L 3UC» (byaaneury — Beurpus) rapawiapyet, 910 PONIBOJCTRO YKAIEHHOTO B HACTORILEM CepTHHHRATE

npcnapm, sKalo4an ero VIAKOBKY H ROHTPOI: Kaue
E!leUBO}iCTaﬁ W KOHTPOIR KaueoTsa ﬂcxapcm':m{ux CpelcTEy

CcTRA, MOAHOCTLIO COOTBETCTRYET tpeboBanmsM JCRCTRYRHENX «lipapun opranniaiii
(cCGiMP)

Gupma rapaHTHpYeT, Wro KAYeCTRO YKAIAHHOTO B wacTosmes cepruduraTe npenapara co0TRETCTRYET TpeloBaHUSM
yTREPHACHHON HL Nedl N012684/01-091017, a TaKike Hamenensam Ne 1 u N 2k HA

Képumena, _5 f

o+ 29/ 9 rona

IkO0441_1.1

JAD wPapunnasrasecrn sseoa THC) A,
Bynanewy - Bearpra
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aep. Bamapuedn EBa
KBanuduuspoBARHOE THUC




