JEKJIAPAIIASA O COOTBETCTBUH

AEKJAPAHT, NIPHHUMAIONMA JEKTAPALIAIO O COOTBETCTBHHA

340 "CAHAO3"

Ceedenus o peaucmpayuu opaanwayuu: Mexcpaiionnas uncnexyur Pedepansno Haro2060l cryachot Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739159601, dama npuceoenur OIPH 06.09.2002.

Aopec: 1253135, & Mocksa, Jlernunzpadcxuii npocnexm, 0.72, xopn.3. Tenegon. 8(495)660-75-09.

B auye: Pyxoeodumensy omdena rozucmusy (TTpuxas GX-601 00/18 om 15.11.2018) Enucees Huxonaii
Bradwmuposuy

3AABJISET, 4TO

nexapcmeennoe cpedcmeo: AL Jlonz, mabremyu wunysue 600 m2 20 wm., mybel nosunponunenosuie (1),
naixu kapmonnwie, PY Ne IT NO08857 om 31.08.2010 (dama nepeogpopmrenusn 24.09. 2014) seidano Candos
0.0., cepun HZ9130, napmus 18290 ynaxosox, 200en do 01.10.2021, npouseoocmea I'epmec Apynaiivummens
InbX, lepwanus, Hermes Arzneimittel GmbH, Hans-Urmiller-Ring 52, 82515 Wolfratshausen, Germany /
Camomac @apma I'm6X, Iepmanus, Salutas Pharma GmbH, Otto-von-Guericke Allee 1. 39179 Barleben,
Germany, koo OKITH2 21.20.10.255, xod TH B3/ 3004500002, koumpaxm Ne 02/Candos AI'/12 om
01.02.2012, uneotic Ne 4190470174 om 05.12.2018

COOTBETCTBYET TPEBOBAHHUSAM

1T N0OO8857-240914 uzm. Ne 1-3

AEKJIAPALIHA IMTPHHATA HA OCHOBAHHH
cepmughuxam ananusa npouseodumens om 03.12.2018, Cepmudghuxam coomeememeus cucmenst
MeneoxeMernma kavecmea e Cucmeme dobBposonsroii cepmuuxayuu "PAPM-PETHCTP" No POCC
DE.®XJ0.K.00174, cpox desicmeun ¢ 30.04.2018 2. no 30,04.2021 2, Ne POCC DE, @IK0.K.00172, cpox
Qeiicmeun ¢ 11.04.2018 2. no 23.01.2021 2, 000 "Oxpyscroii yewmp xormpona xavecmaa”, Poccun, 11 5280, 2
Mocxea, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1

JIATA H/gw"l'ﬁﬂ HAEKJIAPALIHH /3.12.2018
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OPT'AH N0 CEPTHO®UKAIHH, 3APETHCTPHPOBABIIHH JEKJIAPAIIMIO )
RA.RU.11PMO8 OPI'AH 11O CEPTHOHKALIHH MPOLYKIHH OFU[ECTBO C OT' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, ys. Macmepiosa, 0. 4, sm. 5., men. :(495)788-02-88, set-
caum. oyxx.pg.

AEKJAPALMS O COOTBETCTBHH 3APETHCTPHPOBAHA ¥ POCC RU HA-DE.OM08.B.10180/18
JATA 13.12.2018
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Camorac Gapma TuGX
Orro-son-T yepuk-Asnee
39179 Bapneficw! lepmasnt
Tady ~4%0)39203 710
Daxc +49(0)39203 71 7770

Crp.1mal

Camorac ®@apma I'moX

CEPTHOUKAT AHAJIM3A
Ipenapar: ALIL JIOHT 600 mr 20 muny4ux TabaeTox PO
Cepun Ne: HZ9130
Jlara anaqH3a: 29.10.2018
ToxazaTe1n Hopmbi PesyabTar
NHCAH Bennie, IOCKOUMTHHAPHYECKUE, KPYTJIBiC
TabaeTKH C 3aMaxoM exkeBHEH ¢ Gackoh u CooTBercTBYET
puckoi Ha O/IHOM CTOpOHE
3anax Excermunsift. Boamoxno naniane chaboro CoOOTBETCTBYET
CepHOTO 3aMaxa.
Buewinnil Bua pacTeo BecupeTHwH npo3padibifl PACTBOP C 3aNaxoM CooTBeTcTBYET
CHCBHEM.
3anax pacTeopa Exersunsifi. BoamokHo vatuume chaboro CooTBeTcTByeT
CEpHOTO 3anaxa.
OaHOPOAHOCTE MACCHT Cpeanas macca: 1950 mr= 5 %/1ab. 1959 mritab.
(Emp.®. 2.9.5) 18 Ta6. + 5%, 2 Tab. £ 10% CoorgercTayeT
Pacnajgaemocts He Gonee 5 mMuH Menee 2 MUK
gH pacreopa: 34-47 3.8
(Esp.®.22.3)
HH z
Auersnuuctens (BRA X/ konuy. JlomKHO COOTBETCTBOBATD CooTseTCTBYET
onp.)
a HHOE eNeHHE: 600,0 mMr = 10 %, +5%/Tabnerka 6020 Mr/Tabnerxa
Auerunnuctesrt (BIXX) (540,0 - 630,0 mr/Tab.)

IocToposune NpHMECH: (BAX)
L-uuctems

L-uMcTHH
N, N’-auatetin-L-UMCTHH
N,S -auanetiun-L-uncTenH

EauHninan
HeHAeHTHGUIHPOBAKHAK NPHUMECH
Cymma HeMIeHTHDHUHDOBAHHLIX
npumeceH

Cymma npumecei

MuxpoGuonoruteckas

.t

4McTOTR:
(Eap.®. 2.6.12/2.6.13)

He Gonee 0,5% Huke ypoBHA KOTHYECTBCHHOMO

onpeIeneHus

He 6onee 0,5% Hike YPOBHS KOMHYECTBEHHOTO
onpenencHuA

He 6onee 3,0% Hibke YPOBHA KOJHYECTECHHOMD
onpeaencHus

He 6onee 1,0% Hitke YPORHA KOJNHMECTBECHHOTO
onpefeTeHNs

He Gostee 0,5% Hivke yPOBHA KONHYECTBEHHOTO
OTpeeieHHs

He Gonee 1,0% Hike YPOBHR KONHHECTBEHHOTD
OMpENeAEHHA

He Gonee 3,5% Hiuke ypoBHS KOJTHMECTBEHHOTO
onpeneneHua

MomKHO COOTBETCTROBATH Eap.®. 5.1.4* HenniTanke HE NPOBOAKNOCH

Hecaeponanne METERHATOB MarepHan ynakoskH COOTBETCTRYET CooTBeTcTBYET
tpeGoBaHusM. XapakTepHbie MPUIHAKH
0AHOPOAHbIE H HCTKHE.
Tameaanun: *TIpocHM 0OPETHTE BHUMAITHE HA KIMCHEHHE DEBA-2008-06-23-075554
** | e pLIOAHNCTCR PEIVIADIID, HO HE PENC OAMH pad & red
AHETHTHIECKOE TECTHPOBAUNE BRI IHENo B [epuec
721-5857
Bee HOPMB! H CCMIKH MPHBCACHA! B COOTRETCTRHM C AcficTRyIOUB HIZaKKHEN DapuMaKoncH
Ve
JlaTa HIrOTOBJICHHS: 16.10.2018 fE/
x
Cpox roaHocTH: 10/21 J1-p Aujapeac Ke.rme« 2|

JlaTa BBIMYCKA:
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