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JEKJAPAITHA O COOTBETCTBHHU

JEKJAPAHT; NPHHUMAIOHIAHN JEKJIAPAIIAIO O COOTBETCTBHHI

00O "Bepsaz Gapma”

Ceedenun o pezucmpayuu opeanuzayuu: Mexcpaiionnan uncnexyus Qedepansioi Hanozo060u cayscovr Ne 46 no
2 Mocree 23:10.2007, QFPH 1077761635192, dama npuceoenun OT'PH 23, 10. 2007,

Adpec: 1 7587, 2. Mockea, Bapmaac:coe wiocce, 9.125 2K, xopn.6. Tenechor:8(495)280- 07-39.

B nuye: I'enepanoniii oupexmop Cmpenvijosa 0.10.

,ﬂo‘sepemroe ainjo: Hockoed M.O., dosépennocme 6/n om 09.01,2019

3ASIBJBIET, YTO

Jerapemeentioe cpeacnico; T Uozamma, niabhemxy. noKpbImbie: neHoYHOl 0bona4koi 600 Mz 10 wm., ynarosxu:
Avelikosbie KoumypHue (3), nawku kapmonnsie, pez No IT NO11140/01 om.24.05.2010 (dama 3aMenst

09:08.201 8} svioano Bepeaz Papma In6X u Ko KT, cepus 194114; napmua 29510 ynaxogox, z00ex do
31.12.2023, npouseedcmea Jpazenogapa Anomexep IMowns Im6X, Tepmanus, Dragenopharm Apotheker
Pueschl.GmbH, Goellstrasse 1, 84529 Tittnoning, Germariy xod OKIIJ2 21.20:10.239; kod TH-B3
3004900002, Kommpaxm Ne. dozosop nocniaaku om 22.12:201 6, unéoiic Ne 91409564 om 18.03.2019

COOTBETCTBYET TPEGOBAHHUSIM
17 NO11140/01-270212 uzm. Nel-3,

JEKIAPAITHSI IPHHSITA HA. OCHOBAHHH
nponiokon ucnoimaniii Ne-15214 om 27. 03.2019 Jlabopamopnurit yenmp 000 "LIKK OHL", ammecmam’

aupec)uma:;zm POCC RU.0001.21PK75, Cepimiighuxam POCC DE.BMI1.C82758 om.27.03.2019

. ma‘g;;;f\a\
ooy Qiversy Doy
55 < ,,:{9
’ T
%a%a/ . BN S
4 = g
Nnoanuch E ‘D.H. o
5
O

LIRS

W — \UL,KBP« /
CBE,Z[EHI/IH O PEI"I/ICTPA]IPII/I

OPTAILHO CEPTH(I)I’IKAIIHH 3APEFHCTPHPOBABIIIHPI JAEKJIAPAITHIO

RARU.11GMII QPTAH 11O CEPTHOHKALIHH. MPOLYKIHY. OEH[ECTBO C O PAHHYEHHON '
OIBETCTBEHHOCTBIO " OPMAT KAYECTBA", adpec opzanusayuu ;. 109428, 2. Mockea, 1-wiii Bizosckuii
npoesd, 0. 5, cmp.. 1, adpec opzana no cepruduxayui: 129626, 2 Mockea; 1-an Memumunckan, 9: 25, me,
(493) 783-19-08 -

JAEKJIAPAITHS O COOTBETCTRHH 3APEI"HCTPHPOBAHA N POCC RU J-DE.®M11LA. 19109/19
NATA PETHGTPAINMN 27.03:2019 :

\Wz Slpourenko MLA.
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Jparedogapm Anorexep ITromns I'mMoX ,I'epmanun

CEPTUDHUKAT AHAJTA3A
Koz noncka: 01868 Komnanns:
Tuoramma Taénerxn, NOKpPbITLIE I1EHOYHOH Beprar ®apma 'M6X & Ko. KT, I'epmanus

odosouroii 600 mr N30

Howmep 3axaza: 4500058579 ot 24.09.2018

kommgecTBo: 29510 mr. Hara Pz Ne: 18377471
npoussoycrea: | ITaptua: 19A114 | IlapTHa IpoayKTOB:
01.2019 21802353/01
Cpox neiicTBus
(mo): 12,2023

BHemnaui 0cMOTp TaONETOK NOKPEITHIX 06 0JI0IKOMH:

Ananma; Merox: N JlonycTHMEIH JH¥ana3oH: PezynkTat:
Omnicanne BusyansHoi 20 Ilpomonromatsie, CooTBeTCIBYET
JBOSKOBBITYKJIEIE

TaGNETKH ITOKPBITEIE
TIeHouHoH 060104Koii,
C IMIAZKOHR M cnerka
OnecTameH
NoBepXHOCThIO. C
OIHOH pa3leNnTeIrHON
pHcKoit Ha obenx
CTOPOHAX KEJTOTO
I[BETA C BO3MOXHBIMH
BKpaIUIeHHAMH 6eoro
H TEMHO-KEJITOTO

IBETA.
Cpenuss Macea M dapm. Esporsl 20 825 mrt/-5% 819.7 Mr
OaHOpPOTHOCTE O 295
macce 18/20+/-5% RO

2/20+/-10% o eoSiigaiyer
PacnagaeMocTh g);pIM. Epporsi 6  He Gonee 30 mMun. F@%Féﬂepﬂgr%%&mﬁ%%\
dunansHEI Kontpons #a ocuosanuy HJI komnaruu Bepsar dapma Wepa\ " Oerwag Pharmays SJf
KoJmuecTBeHHOE BDOXKX (0175-1) Concprxanue B 591, 18418

w ‘%9 g 5 5

onpeneienne THOKTOBOH KHCJIO * torpn X 5

TabneTKax JOICKHO

cocTarITh oT 90 1o

0,

105% (540,0 -630,0 ~ 285%

M) OT 3aBJIEHHOTO

COIEPIKaHMS.
onMHHHOCTE BOXX (0175-1) Bpems yIep:KABaHHA CoOTBETCTIBYET
TuOKTOBOM KHCIIOTHL OCHOBHOI'O ITHKA Ha

XpoMarorpaMme

HACIIEITYEMOTO PacTBOpa

IOJDKHO COOTBETCTBOBAaTh
BpPEMCHH YIEP/KHBAaHHS




IIHKA HA XpOMATOIpaMme
CTaHAAPTHOI'C pPacTBOpa
THOKTOBOH KHCHOTEI

IlocToponnne npumMecu  Ilpumecs 6,8- He Gonee 1,0 % <0.05 %
MUTPUTHOOKTAHOB
ot xucmoTsl BOXX
(0175-1)
IlocTopoHHne NpEMecH EaMHMUIHAsg He 6omnee 1,0 % <0.05%
HEHJCHTHDHIUPOB
aHHas IIPUMeCh
ITocToponune npumecn  OO6Iee KOJIHIECTBO He 6onee 2,0% <0.05%
HEHACHTHOHIIPOB
2HHEIX IIpUMeECEH
Iocroponune npamecn  Cymma He 6onee 3,0% <0.05%
HJIEHTH(GHIIHpOBaH
HEIXH
HEMACHTHOHIMPOB
AHHBIX pUMeEceH
PacTBopenne BOXKX (0175-3) Yepes 60 MuH B 96.8%
PACTBOD AOKHO 97.5/97.0 /95.9/
nepeit He MeHee 80% 96.5/96.7/97.4 %
THOKTOBOH KHCIIOTHI OT
3a4BJIEHHOTO
xosmuectBa, (Q) = 75%
Obmee wncno adpodbuslx  ®apm. Esponer <1000 KOE/r <1000 KOE/r
oaxtepuit (TAMS) 2.6.12
O6miee yucio rpu6os ®apm. Esporsr 2.6.12 <100 KOE/r <100 KOE/r
(TYMO)
Kumeunas najoyka ®apm. Espormrr 2.6.13 OrcyrerByeT CootsercTBYET




JApareHogapm Anotekep Ilomas Tm6X ,I'epmanna

CEPTHOHKAT AHAJIM3A

Kon moncka: 01868 Kommanuusg:
Tuoramma TabJaeTKH, IOKPHITHIE IJIEHOUHOH BEPBAT ®APMA I'MEBEX & Ko. KI"
oGoxouroii 600 Mr Ne30

Howmep 3axaza: 4500058425 ot 03.09.2018

KOJIMYECTBO: Hara nipousso/icTBa: Wn. Ne: 18377471

29510 1. 01.2019 ITaprus: 19A114 | ITapTys IpOAYKTOB:
Cpox neiicTrus (10): 21802353/01
12.2023

Brimyckarommii KOHTPOJIb:

Hparenogapm Amorexep ITronums I'M6X , Gollstrasse 1, 84529 Tittmoning, Germany.
Jlunensus Ha npomssoacTeo DE_BY_04_MIA_2017_1084
Cepruduxar GMP DE_BY _04_GMP_2017_1085

Buennuii aHaMHTHIECKHH KOHTPOJb:
KouTpo:is npousBeieH B 1a00paTOpHH C JIMLEH3NEH Ha IPON3BOJICTBO, [pareHodapM AmoTekep
ITronnte I'M6X, Gollstrasse 1, 84529 Tittmoning, Germany.

HacTosmmmmM moATBepKaacM, 9TO STOT IIPOAYKT ABJIAETCS IOAIMHHBIM H KAUECTBCHHbIM. JTa
napTus ObLIa H3rOTOBJICHA B IIOJIHOM COOTBETCTBUH ¢ TpeGoBannamu GMP mectHoro
perynMpyIomero oprasa H TpebopanuaM Munncrepersa Toprosiy CrpaHsl HMIIOpTepa

JaHHBIC TpeOOBAHUA PacIpOCTPAaHEHHI Ha BCE 3Talbl IPOM3BOJICTBA BKIII0Yas KoHTpons
KauecTBa 1 YIIaKOBKY NpoayknuH. IIponecc npon3BoAcTEa H KOHTPOJIb KadeCcTBA JAHHOH CEpHH
IIOATBEPKACHBI CEPTHHHKATAMM.

IIpH nIpOH3BOJICTRE, YIIAKOBKE H KOHTPOJE CepHH:[ X ] GBIIO yCTaHOBIEHO ,4TO IIAPTHA
cooTBeTcTBYET cTanaapraM GMP.

Cepust BRINyckaeTcs B cBOOOXNHYIO TOproBo Ha ocHoBanne §16 AMHV mng xommnanmu
«Bépsar ®apma I'm6X u Ko, KI'».

OTKIOHEHHS OT HOPMBL:

Jlr060€ OTKIOHEHHE OT HOPMEI OLICHHBAETCA M 0/I00PAETCA COTNIACHO MITATHEIM TpeOOBaHHAM.
P QTBBTCTBE

v Otvesq /10
= \\(\Q 94‘.9,-‘,

[x]-3HauHTeNBHBIX OTKIOHEHHH OT HOPMEI HE BEIABJIEHO

[ ]- BEIABIICHE! 3HAYWTEJBHBIC OTKIIOHCHHA OT HOPMEI

Jara: 27 despang 2019
Ionnuce: E.I'oruapos
IIposepsromiee JIHIO
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MrlC’ﬂn Pharma GmibH & Cn K

Ap'n,mu !Dapmu FM6X u Ko ,Kl‘ |

Wendlandstrasse 1, 29439, Luchow, Germany,

Ipstisdedinieds (Bee Emadin hpousgadimea)
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