AEKJIAPAIIMSA O COOTBETCTBUH

I AEKJTAPAHT, TPHHHMA RO AEKJIAPAITMIO O COOTBETCTBHHM

AQ "TIPOM MEJHK. PYCH"

Coeoenus o peaucmparun opeampzayuy: Meswcpationnan uncnexyus Dedeparsnol Haro20801 crvarctn Ne 46 no
& Mocrae 01.01.2008, OFPH 10277 00494360, dama npuceoerun OFPH 04.12 2002

Adpec: 109089, o. Mocea, ya. Vepeweras, dom 2, cmp. 99, smaxe 1, now17. Tereghon: 8 (495) 989-71-17.

| B mage: Jupexmop Lamvkosa M.C.
| Aosepennoe muyo: Cyxopvios I1.3,, dosepennocms Ned om (9.01.2018>

| 3ASTRJIAET, YTO

Aekapemeenrioe cpedemeo. Cprazviexe magnemmu, ROKPBINbIE NACHOWMOH 000100 30 m2 10 wm,, VRAROEKN
HUCTROGbIE KOMMYPHBIE (3), navku kapmonnwie, PV Ne IT NO16196/02 om (04.03.2010 (Oama nepeogopraenu
PV 11.09.2012), cepun 75831, napmun 601 8 ynakosox, zodew do 01.01.2024, npoussoocmea Ap. Plldaeaep,
xunmieckan adpuxa InoX, Iepyanu, Ap. P. Hprecep Ulmpacce 12, 96052 Bavbepz xod OKII2
21.20.10.174, koo TH B3 3004900002, koumparm Ne 10-CH om 15.12.2014, unsotic Ne 201 9300630 om
11.06.2019

COOTBETCTBYET TPEBOBAHMSIM

I LI NOIG6196/02-280111 uzst. Ne ]-2
| AEKJIAPALMSI TIPHHSITA HA OCHOBAHHH

npomoren uenvimanuit Ne 32017 om 19.06.2019 Habopamoprstit yermp Q00 "TIKK OHILI", ammecman
arkpedumayuu POCC RU.OO01 21 PK7 3, Cepmugpuxam POCC DE.®MI 5. C80324 om 19.06.2019

JATA HPHHSITHST TEKTAPAITAH 20.06.2019

| AEKTAPAIMS JIENCTBHTETBHA 10 01.01,2024

ML 77
ikt s N Fr X S Cyxopyxon IT.B.
exapanm | MOATHCE DO

CBEJIEHHS O PETUCTPALIUM

OPFAH ITO CEPTH®HKALINH, 3APE HCTPHPOBABUINH AEKJIAPALIHIO
POCC RU.O001.11DPMIS OPIAH 110 CEPTHOHK A LIHH HPOIVKITHA OBIECTBO C
OIPAHITYEHHOH OTBETCTBEHHOCTBIO "OKPYZKHOH HEHTP KOHTPOIS KAYECTBA %

| adpec opaanusayuu: 115280, o, Mockea, y1. Macmepxosa, 8. 4, sm. 5. now, 1. xom. 1., adpec opeana no

ceprmugbuxanyun: 143581, Mockoscran obaacmm, Hempunexui paiion, dep. Jdewnoso, 0, 248, emp. 1, mea.;
(495)640-96-69, (495)787-92-78 seb-caiim: OUKK, P,
AERJIAPAIA O COOTBETCTBHH 3APETHCTPHPOBAHA Mo POCC RU A-DE.DMIS5.A.17507/19

JATA PELHC E&.{{_H.H 20.06.2019
M/
/4
3apeITocras HA.
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if. Pfleg

ARZNEIMITTEL

Declaration

I declare that the product

Spasmex 30, 30 film-coated tablets,
batch No, 75837

hos been manufactured and checked in occordance with the requirements of its Marketing
Autherization in Russia, the principles and guidelines of EC Good Menufacturing Practice and

any other relevant legal requirements.
On the basis of the examinations performed, | certify and release this batch for sales in

Russia,

Date: 2019-04-03

Head of Quality Control
Or, Piloger Arzneimittel Genb

Alexonder Pangrotz
Cnlified Person
Or-floberr-Dilnger-Strote 12
96052 Bamberg
) 3 ¥
Alexander Pangrotz
Pharmacelist, Quolified Person
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Cepruduxar ananuza

fexapcreetnii NpoAyKT
Tlexapcrsennan dopma
Cepun

Pasmep cepun
Mpoussogurens

fava npouseoacres

Cpok rogrocTi

" fmﬁ%,sm N gy
I Plleges

ARZNEIWITTEL

Cnaamexe’

TABRETKMN, NOKPLITHIE NASHOuHOH ofonoukoi, 30 mr

75831

550 vr {vabnetum)

Or. R. Pfieger Chemische Fabrik GmbH
01.2018

01.2024

Mokazarenn Hopnbi Pesyanrar
Onucarme Kpyrnbie, asorkossinykabie Tabnetun, nokpbIThie Cooreercrayer
AAEHOUHOA 000N0uKOH, B2n0ro uau nouty Benoro
LI8&Ta, C pUCKOH
Ha uanome aaDo K naeHouras ofonouka Benoro unu
nouty Benoro upera
MognuHHocTs Bpemn yoeprkusanun OCHOBHOTD NpKa Ha Coatsercrayer
Tpocnua xnopug, XPOMEBTOIRAMME UCTIBITYEMOrD PacTBopa fONMHO
BIHX COOTBRTCTBOEATL BPEMEHN YAEPMUBEHUA OCHOBHOMD
ARG Ha XPOMBTOTPAMME CTaHARPTHOTS pacrsopa
TROCNMA X10pKAa
Turana Auorcua Hommuo nossurses OP3HKEBO-KPECHOR He nposoaunu

KA4LLTBEHIHAA peakuMA
Cpeaunna macca

CKPEWMBaHKE
259,6 Mr 5 % (246,6 mr — 272,6 wr)

CAHOPOAHOCTL NO 18/20 1a6n. - we Gonee + 5%
macee 2/207a6n, ~ ue Bonee + 10 %
Pacnapaemocts He Gonee 10 mun
Nocropontue - BenavnoBan kiucaoTa - He Gonee 0,3 %
npHUMecH - EOVHMUHER HeuOenTUEULMDOBaHHES ANPMAMECE -
BIKX He Bosee 0,2 %
" CYMMa HelaenTudMUmMpOBaHHLIX npumeces; -
He Gones 0,5 %
- Cymma seex npumecei - ve Gonee 0,8 %
MurpoBuonoruveckaa 1o XIl, Kateroprs 34
YKuCTOTa
Cr. Bflcger Tel: +&7 (0} P51 000% - 0 Hepa¥ersinibank Buenbeeg CerchBftetivnrer
Aegngiise! Crrart Fox: + 47 (D) 9316043 ~ 25 BAN: DE3S 7702 0070 pooa Baaang Dr, Glinker Auerboek
Or.-Bobest Filiger-Stepfe 13 SR ptin e ge BIC: MYVEDEMMAT Baltwny

UEBED Barbinrg Soeade plleger oy

MRI-Ne, DE1S 260557

257,0 mr
Coorsercrayer
Cooveercrayer

4 MUHYT 9 cox,
<0,1%%
<01%%

0,0%
0,0%

Cooreercrayer

Crpauvua Tua 2

Verwaltunguraisvorsitzender:
Reiner Sthmidt
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r. Pfleger

ARZNEIMITTEL
Ceprudurar avanuza

Nexapcraexusil npoayxr Cnasmere’

Nekapcrsendan dopma TaBNETRY, NTOKPLITHIE NAEHOHHONR obonoyxoit, 30 mr

Cepur 75831

Mokasarenu Hopnasi Pesyastar

Konvuecreennoe Ot 85 % o 105 % oT 33ABAEHHOIO CORBEMEHUA 100,0 %
Onpegencuide TROCHKA XACPHAS
BIMX (28,50 rar = 31,50 mr/raba.) 30,00 mr/rabn,

Dr. Pleger Arzneimittel GmbH
- Alexonder Pongraty
/ ~ e Qualified Person
: wRoben-Piager-StoBa Ty
Bamberg, 2019-04-03 Alexander Pangratz 95052 Bomberg

AWperTop aHaNUTHUeCHBTO
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