AEKJIAPALIASI O COOTBETCTBHUH

JEKJIAPAHT, IPUHUMAIOUI M JEKJAPAIIUIO O COOTBETCTBUH

340 "CAHJO3"

Ceedenus 0 pezucmpayuu opzanusayuu: Meocpaiionnas uncnexyus edepansroti nar02060i cnyxcéor No 46 no
2. Mockee 01.01.2008, OI'PH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

Adpec: 125315, 2. Mockea, Jlenunepadckuii npocnexm, .72, kopn.3. Teneghon: 8(495)660-75-09.

B nuye.: Pyrosooumens omoena nozucmuru (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Enuceee H.B.

3ASIBJISIET, UTO

nexapemeennoe cpeocmeo. [obymamun I'excan, auoghunuzam ona npuzomoenenus pacmeopa ons ungysuii 250
me, naxonvt (1), nauku kapmonnvie, PY Ne I N012726/01 om 21.04.2008 (0ama samenwvi 22.10.2018) evidano
Candos 0.9., cepus JN0863, napmus 12794 ynakosox, zoden do 01.03.2022, npoussodcmea BaccepGypzep
Apynaiivmummenveepx I'm6X, I'epmanus, Wasserburger Arzneimittelwerk GmbH, Herderstrasse 1, 2 und
Molkerei-Bauer-Strasse 18, 83512 Wasserburger, Germany, / Canomac ®apma I'm6X, lepmanus, Salutas
Pharma GmbH, Otto-von-Guericke-Allee 1, 39179 Barleben, Germany, kod OKIIJ2 21.20.10.141, ko0 TH
B2J1 3004900002, konmpaxm Ne 02/Candoz AI/12 om 01.02.2012, unsotic Ne 4190516409 om 18.09.2019

COOTBETCTBYET TPEBOBAHHUSM
IINQ12726/01-210408 (H/ 42-4049-06 usm. Ne 1-7)

JEKJIAPAITUSI IIPUHSITA HA OCHOBAHUH
npomoxon ucneimanui Ne 939411 om 27.09.2019 HJT OO0 "Llenmp koumpons kawecmea Buonaug”,
ammecmam axkpedumayuu RA.RU.211JK01, Cepmugpuxam POCC DE.®@M08.C49497 om 27.09.2019

JATA MIPHHATUS JEKTAPALNIH 30.09.2019
JEKAAPAHUS AEHCTBUTEIBHA 10 01.03.2022
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CBEJEHUS O PETUCTPALINA

OPT'AH ITO CEPTH®HUKAIIMH, BAPETUCTPUPOBABII NI JEKJIAPAIIHIO

RA.RU.11®OM0O8 OPI'AH ITO CEPTHOHKALIHH ITPOAYKLHH OFL[ECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH L[EHTP KOHTPOJIA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, ynr. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oyxkk.pah.

AEKJIAPALIAS O COOTBETCTBHH 3APET MCTPUPOBAHA N POCC RU JI-DE.®M08.4.38279/19
JATA PEFHCTPALINHN 30.09.2019
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Camtotac Mapma [m6X Crplus2
Orro-Bon-I'yepuk-Annee |

39179 BapneGen/ I'epmarng CAJIIOTAC (DAPMA rMﬁX

Tag: +49(0)39203 71 0
®akc: +49(0)39203 71 7770

CEPTU®UKAT AHAJIU3A

Ilpenapar: MoGyramun Texcan, tnodpuanzar 250 mr Pd
Cepusn Ne: JNO0863 (cepnsn 158184)
JdaTa anaanza: 27.08.2019
ITokazarenn Hopmei PesyabTar
Onucanue: IMopomok ot Gestoro 10 cierka

PO30BOTO 1IBETA CooteercrByer
PacTBopumocts:
(B 20M1 BOAIBI J115t HoJsken pacTBOpUTECs CooteercrByer
HHBEKIHIT)

Cpeausis macea

CO/IEPKUMOro (hi1aKoHa: 20 ¢naxonoB £ 10 % CootBeTcTBYET

(20 pnakonos)

Boaa:

(EBp.®. 2.5.12) He 6onee 3 % 0,7 %

IlpospaunocTh pacTBopa IIpo3paunsiit unn ¢ OnaseCIeHIHeH,

(1.25%): (Esp.®. 2.2.1) BBIJICPKHBAIOLIET cpaBHEHHE ¢ CootBeTcTBYET
3TAIOHOM [

IlBeTHoCTHL pacTBOpa BriaepixuBaer cpasrenue ¢ CootBeTcTBYeET

(1.25%): (T'® XII, 4. 1, ¢. 98 | sranonHsM pacTBopom R7
unu Esp.®. 2.9.8)
pH (1.25%) pacTBopa: 2,5-55 5,0
(EBp.®. 2.2.3)
Mexanuueckne JlomKHO OTCYyTCTBOBATE CootgetcTByer
BRIYenus: (Busyamsno)

HounnocTs:

HoGytamun (BDXKX) Jlo/KHO coOTBETCTBOBATE CootBercTByeT
Xnopuae! (XuM. p-s) J{0JKHO cOOTBETCTRBOBATE CootsercrByer
Koanyecrsennoe

onpenejeHne: 250,0 Mr— 10 %/ +5%/dpnakon 252,6 mr/dpnaxon

Hobyramun (BOXKX) (225,0 — 262,5 mr/dakon)




Camorac ®apma I'mGX
Orro-Bon-T'yepuk-Annee 1
39179 Bapneten/ Iepmanus
Tad: +49(0)39203 71 0
Dakc: +49(0)39203 71 7770

Ilpenapar:
Cepus Ne:

Hara ananuza;

Crp2u32

CAIIOTAC ®APMA I'm6X

CEPTUD®UKAT AHAJIU3A
Mobyramun Cekcan, JHopHIM3AT
JN0863 (cepun 158184)

250 mr P®

PojcTBennpie IpPHMECH:

(BOXKX)

JIro6as ennunynas npumecs
CymMma npumeceit
CTepHIbHOCTE:

(I'® XTI nnu Esp.®. 2.6.1)
Bakrepuaabunie
JHIO0TOKCHHBI:

(I'd XI1, 4. 1, ¢. 128 umu
Esp.®. 2.6.14 meTon A)
YnakoBka:

27.08.2019
He Gonee 0,5% Menee 0,05 %
He 6onee 1,0 % Memnee 0,05 %
JloskeH OBbITH CTepHIBHBIM CootBerctByer
He Gonee 1,0 ED/mr CoorserctByer
Marepuan ynakosku COOTBETCTBYET
TpeboBanuam. Xapakrepnple CootBeTcTByeT

ITPpHU3HAKH OJTHOPOJHBIC U YETKHE

[Ipumeuanmue;
800-0901.00-P® 4.0

AHATHTHYECKHE TECTUPOBAHMSA BhINOTHEHb] Baccepﬁyprep/PccmbapM

Bee opMbl 1 cebliiku NPUBEACHE! B COOTRETCTRAN c

Jdara usrorosiaennsn:
Cpoxk roanocrn:
Jlarta Bbimycka:

JeficTByiomum usnanuem dapmakonen

15.03.2019
03/2022 A-p Kpucrnan BoJsensetep
09.09.2019 VYnornomouennoe nuyo




