AY

b

AEKITAPALIMA O COOTBETCTBUU

OEKNAPAHT, MPUHUMAIOLLUY OEKNAPALIUIO O COOTBETCTBUM:

000 "BUOKO[EKC", MexpalioHHas UHCnekums deaepansHoi Hanorosoit cnyx6el Ned6 ro r. Mockee. OFPH:
1097746785927 ot 08.12:2009 1., agpec: 107045, r. Mockea, [NocneaHuit nepeynok, aom:11, crpoexne 1.
Tenedon: (495) 783- 26-80.

Bnuue: r'eHepaanoro avpekropa Benosoii l0.E.

HosepeHnoe suyo: Kontoikiok U.E.

losepeHHocTb Ne: M135-2018 or 30.07.2018 r,

3AABNAET, YTO JIEKAPCTBEHHOE CPE[CTBO:

Crpesam®, kancynbl §0 mMr-12 L., ynakosKki. RYefKOBLIE KOHTYPHbIE (2), Na4kn KapToHHEIe, per. yA. Ne JICP-
006103/08 ot 01,07.2008, cepiin 3025, roden ao: 01.05.2021, naptna: 11265 ynakosok. Konrpakr Ne 1-LLC ot
17.05,2012 r., vHBo#c Ne84639450 ot 25.07.2018 r.

e Kog:OKNgz:.
BbinycKaenmoe U3AroToBUTESTIeM. 21.20.10.230
Bvokogeke, Ppanuus/Biccodsx, 1, avenue Blaise Pascal, 80000, Beauvais; France,
cTpaKa: dpanuprs
COOTBETCTBYET TPEBOBAHUSAM: oA THEE
NICP-005103/08-010708, uam, Ne1,2 30049000-02'

OEKNAPALWA NPUHATA HA OCHOBAHUU

MpoTokon uensiTalmi N2 59927 ot 02.08.2018, OO0 "LieHTp KOHTPONS KavecTsa Buonaﬁcp" arrecraT
akkpeauTauuu: RA.RU.21LKO1 o 22.07.2015 1., CepTIACbMKaT cooTeeTcTeUR: POCC FR.OB14.C61104 o1
02.08.2018

HAATA NPUHATUA OEKNAPALMWN: 02.08.2018

. el Kontoirok W.E,
U [ndannge) [ DamiNNA; HHULHANGI )

CBefeHUs o permcTpauuu aeknapauny o COOTBeTCTBUU

3A0 "TexkauecTtso”, 109044, r:Mockea, yn.luHamoeckas, 4.1A, o.400, Ten::(495)876-52-54, chakc: (485)676-54-
17, www.tehkachestvo.ruy, tehkachestvo@gmail.com, OIPH: 105??46285189 A'rrec'raT per. NePOCC

RU.0001.110B14, degepansHon cnyxEoi no akkpeauTaLmi. ,/B;\ x OH\
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Oara perucrpauu W. 02.08.2018
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Brocopex =

7 avenue Gallieni’
84 250 Gentilly

Certificate of analysis /Cepridusar ananna

Swesara®, 24.capsulés /- Crpesaie”, 24 Kancyisi

France
Bath N / Cepua de 3025
‘Manufacturing date -/ JlaTa #3aroToBaSHA 052018
Analysis:ate / Hara anamsa 30:05/10.07.2018
Expiry date / Tonen no 05.2021
Tests/ Tlokazaramt Specifications./ Cueundrxais- Results? Peayisrars
Smooth, glitter-gelitin capsules Ne2 with. white
1 body ead blbe.cap. Conterits — white.or white: with
slightly yellow tint powder, / Inamae Grectamye
o . HENBTUHOBBIC KANCYIL! Ne2 ¢ GesibIM KOPITYCOM H ne T pond e
Deseription {'On_maﬂne ronyGoii xpaimeukofl. Coagpxinioe — ROPOINOK Cormplics / CootaeTerayet
Genoro unu Genoro ¢ NErKAM XEATOBATLIM
OTTEHKOM LIBETA
Identification /TIoAnHKOETE Rf sample= R standatd/ ' )
Ocnosroe MHATHO Ha XpOMATOIPAMME Complies /:CooTBeTCTRYET

| 3navenne Rf, pasMep u' MHTEHCHBHOCTL, Kak H

Trsample = Tr:standard/

Bpesa yaepHupaHEg OCHOBHOIO NHIH Ha
XPOMATOTPAMME HCITBITYEMOIO PacTBOPE JIOJIHHO
COOTBETCTRORATE RPEMEHH YACPRMEARNS Nitka
ITHhOKCHHE FHAPOXNDPHAA'HE XPOMATOTPaMAE
CTRH/IAPTHOTO PACTROPA.

HCOBITYSMOTO-PACTBOPA JONKHO MMETH TAKOC S

OCHOBHOC TATHO Ha xpom_n*;g';;pé,\1me
CTARIAPTHOTE ‘pacTBOpa ITHHOKCHNHE °
FHIAPOXAOPHIA.

Compliesf Coo18¢TCTRYeT

Average mass of capsule content
and uniformity of mass / Cpennss
MACCa COACPHAUMOTO KANCYIN K
GOHOPOAHOCTS M0 MACCe

200mg£ 10% /200.mr = 10%
1820 10%
2720 +20 %

205'mg—

Digintegration test /
Pacnanaemocti

< 10.min (with disk) /
He Gonee- 10 muH (¢ AHCKayM)

9-1hin-—MHH

Microbiological purity {testedon 1
batch of 5)/
MuxpoBHOnoruuecKkas HHeTOTa
(ompengmadrés ang 1 copiind’5)

| Total aerobié couiit/
Obiues yucno aspoGHRR GarTepmit

Total fungi connt/
OBiuge uncno rpudon

Escherichia coli’

<-1000/g / < 1000.4r

S
" w

<100 /g/ < 100/

| Absénce/ g [/ oreyTerBue/ T

T

<100/g /< 100/

<10/g/ <10/

e/'g / oTCYTCTRHE.T

Rélated substances/ Ioctoponnue | AB 2315< 2%/ \{ W (} £l "‘;"Comg,l:es /.CooTseTCTRYCT
npuMecHt [ipuvecy AB2315 .ue'oniee 2 % % l,, ¥ J\\g izt ey

\’v"‘\-"" A o d
Assay Etifoxine hydrochloride / Etifoxine hydrochloride per capsule:. ‘x"‘o Alllggn it

- KonnvecrrenHoe OIPSACACHUC

50mg+10 %

THOKCHHEA FAAPOXNOPHAT (45 mg - 55 mg) / 52.mg --Mr
Conepianue STHPOKCHHA MIAPOXTOPIAA B OMHOM
Jancyne BomiHo cocTananTs 50 mr:10%
(ot 45 Mrao 55:mr) .
- RBIOCDDEX

Dr.LUZIR Nicalas

iliﬁheam pARArIeHr Quziifed Person

Qu
eLTBa

0 oo pom _‘

Coiclusion: complies /
Jarimoqenue: CoOTBESICTBYET

Release date: //TaTa primycka:

\




perncrpauummoe ynocnmepe{m

Brioxoiexe, dpanums, Biocodex, France

-7, avenue Gallieni, 94250 Gentilly, Francé

2. Hasanme iekapcTBennoro CpeICTB:

(opuruHaILHOE HA3BaHHUe, eciu nmee’rcn),_,

8. Mesxnynapoasoe HenatenTosa
- |HasBanMe WM Apyroe (ec.rm umeer

 ]4 Kox. ATX

5‘», »COCTaB JIEKAPCTBEHHOIO CPEJICTE a

STHQ)OKana THAPOXJIOpH 50 MT -
KOJLIOMITHBIH OE3BOMHBIN 3 MT,1aKTO3BI M
1 ' MI,LEIUToN03a: MHKPOKPHCTAILTHYECKast
IMI,THTaHa [uoKcH 1.26 Mr ,KarmcCy bl Kpb‘

- 0.0075 mr,tutana guoxcux 0.42 Mr)

I/mpar 1 MI',MarHus creapa'r 3 MT, TEU"IBK

'ML;KallCy sl KOpl'ch Jxenatun 40.74

xcenaTHH 20. 5725 MT nHzmroxapMnH g

6. .JIeIcapCTBelmaﬂ 11)opma

-Kancynm ST

A ,,(Dopma BBITyCKa

’ JJ;osﬂpomca (couep;xamde neucmyzomem BELIE

150 mr

;8 Orpaﬂnqe}mﬂ ucno.umon

¥ choewl omnycka

- [[To penerny

.~ 9- Ceenenns o mectax
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, YxasaHHoe B ﬁacmxmem pemcrpaumoanom
- PErHCTPALMOHHOTO ynocmnepemm HE 0
‘ropmnqecxoe ML, yKasanHoe B paazxg
“BIacTH Poccuiécxou CDenepamm

JIEKAPCTBEHHEIX ~ CPEICTB. I[encmne
- TIPHIOCTAHOBJIEHO, Jin60 Hacroamee p

~ @enepanun

_{HasBanue, ajipec: Iopymmecxo‘
ocymecmnx}omero 3aBepIt
IPOM3BO/ICTBA H CEPUiHE
IICKapCTBEHHOTO CPEACTB

CTaTus IPOU3BONCTBA:

1.2.-{Ha3Baumue, az[pec foppmnq
 baxTiyeckoro npomsBozicE:
 locymecTBIsIOMmEro Oy
IPOM3BOACTBA J‘.[CkﬁpCTBﬁHH

: CTa;mx npomnoncnaa. yIIAKOBKA -

panisi, Biocodex, France

3 Haalsanne azpec wppmme KO 1
Pascal, 60000 Beauvais, France

3 cbakmqecx«)ro TIPOU3BOACTRA
. [OCYIHECTBIIOIIErO OJIHY 173

mpow3BOACTBA rrexapcr’ SHHO

05103/08-010708

B yCTaHOBJICHHOM 3aKOHOI(aTeJII:CTBDM

yxasam{mx CBeJIeHPIH (3a I{ICKJIIO‘ICHI/IG

MO)KCT 6BITL omzsano B nopslmce

qenonexa BC/IEACTBHE
y61.em'03 ‘ofpamedus
3aKOHOAATENLCTBOM Poccuiickoi

PyxoBoaurens H.BfIOprejiL

0001633



