BEPJINH-®APMA
MEHAPUHH

MACNOPT Ne 756 — 2022

Cuodrop® 500, TabneTku NOKPLITLIE NNeHOYHOU oGonouko#, 500 mr

ol i (KOHTYpHan syeiikoBas ynakoBka (6nucrep)) 10x6 (nauka kKaproHHasn)
Konuyecrso notpeb.

Homep cepum 0690922 YRAKOBOK B CEpMH 13 682

Nara narotoBneHus 01.06.2022 lopew Ao 01.08.2025

MpOM3BOACTEO rOTOBOW NEKapCTBEHHOM hopMbI

3A0 «Bepnun-Papmanr, Poccun

MeperYHana ynakoeka

3A0 «bepnun-dapmar», Poccus

BropudHasn / notpebutennpckan ynakoska

3A0 «BepnuH-dapmar», Poccua

MpouseoauTent (Beinyckatowwwni KOHTPONb Ka4YecTsa)

3A0 «Bepnun-dapmar, Poccua

AHanus BbINONHEH NO

HO M N013673/01-270122

YCROBHA XpaHeHHs p Temnepatype He Boiwe | [laTa  NPOBEACHKA | g3 09 2022 - 12.09.2022
25°C aHanwsa
Mokasarenu - Hopmui PesynuTarb!
Beneie, kpyrnele, ABOAKOBLINYKNbIE Benbie, Kpyrnble, 4BOAKOBLINYKNbIE TAGNETKW, NOKPLITHEe nne-
Onwcanue TabneTky, NOKPLITHE NNEHO4HOR 060- | HOUHOR 0GONCHKOM.
TNOYKOM.
Bpema yAepXUBaHUA OCHOBHOrO NMka | BpeMms yAepXUBaHWA OCHOBHOTO NUKa Ha XxpoMaTorpamme
Ha XpOMATOrpamMe MCMbITYEMOro MCNbITYEMOro PacTBopa COOTBETCTBYST BpeMeHu yaepxuBa-
- pacTeopa AQIKHO COQTBETCTBOBATDL HUA OCHOBHOTO NWKa Ha XpOMAaTOrpaMme CTaHAapTHOrS pac-
AANHHOCTS BPEMEHM YASPXKUBAHUS OCHOBHOMO TBOpa METOPMMHA.
n1Ka Ha XpOMAaTOrpaMme CTaHAapTHO-
ro pacTeopa MeTchopMuHa.
CpepaHsan macca:
0,560 r+ 5 % (0,532 - 0,588 ) 0558 r
OAHOPOAHOCTL MACCHI 18/20 He Gonee 5 %; Or-1%po+1%
2/20 He Gonee £ 10 % oT paccuutan- “
HOA cpeaHeil Maccel
PacnaaaeMocTb He Gonee 30 muH 10 MuH
He meHee 80 % (Q) uepes 30 MuH oT
Pacreopenue 3aRBNEHHOrD COAEPKAHMUS, 89 %
Mpumeck A (UN2HOTYaHUAKH) - He 0,01 %
Gonee 0,02 %;
MoBan egnHUYHAA HeuaeHTuUUMPO- | < 0,05 %
PopcTaenHsie npumeck BaHHas npuMecs — He Gones 0,1 %;
Cymma HengeHTUUUMPOBaHHBIX <0,05%
npumecei — He Gonee 0,3 %.
MapameTp npuemnemocTw gna 10 3,9 (ann 10 eanHAu}
eanHuY go3npoBanus S 15,0,
OpHOPOAHOCTD MNapameTp npuemnemocTy gna 30 -
AO3NPOBaHHUA EAWHUL, K03UpOBaHUA S 15,0, U HK
OAHA W3 eAUHNL A03UPOBAHNA HE
meree 0,75M un He Gonee 1,25M.
Mukpobuonoryqeckas Karteropua 3A: KaTteropua 3A;
yucToTa:
- O6uwee uucno aapobHeix He 6onee 10° KOE B 1 r (Mn) <10 KOE B 11 (Mn)
MHWKPOOPraHU3IMos

- Ofulee yucno ApoxoKe-
BbiX U NNecHesbix rpubos

He Bonee 10° KOE & 1 r (mn)

<10 KOE B 11 (Mn)

- Escherichia coli orcyrcteue B 1 r (mn) Otcytcreyer 8 11 (Mn)
OT 475,0 mr a0 525,0 mr meTchopMutia | 486,3 mr

KonuyecTtseHnHoe ruapoxnopuaa B TabneTke

onpegeneHue (95 % — 105 % OT 3afBNEHHOTO CO- (97 %)

AepxaHun).

Crpanuua 113 3

3A0 «BepnuH-Gapmar, 248926, r. Kanyra, 2-i4 ABTOMOGUNbHBIA NPoe3A, A. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

OrPH:
WHH:
K.

1027739581968
7714033558
402501001



BEP/TUH-DAPMA
MEHAPUHH

noaATBEPXAEHUWE COOTBETCTBUA

Ne 756 — 2022
Toprosoe HanmeHoBaHne Cuodhop® 500
Hoe HTOBaHH
MexayHapoaHoe HenareHToBaHHoe MeTcpopmut

HauMmeHoBarune

$opma Bbinycka

TaGneTku NOKPbITbIE NNeHOYHOVW 060NI04KOM, 500 Mr
(xoHTypHan AvenkoBana ynakoska (6nucrtep)) 10x6 (nayka kapToHHan)

Homep cepum 0690922
KonuuecTso noTpebuTenseknx 13 682
YNaKoBOK B Cepum

Jara uaroToBneHus 01.06.2022
Cpok rogHocTH 01.06.2025

[pou3BOACTBO roTOBOA
nexapcTBeHHoON opmbl

3A0 «bepnux-dapman, Poccus
248926 r. Kanyra, 2-oi AsToMoBunbHLIA npoesa, 4.5

[MepBuyHan ynakoska

3A0 «bepnur-Papmas, Poccus
248926 r. Kanyra, 2-oin ABToMoBUnbHbLIR Npoesd, 4.5

BropuqHas/noTpebuTensckas
ynakoBKa

3A0 «bepnur-®apman, Poceus
248926 r. Kanyra, 2-oit ABTomoBunbeHeIR Npoesgd, A4.5

MpoussoauTens (Beinyckaiowuii
KOHTPO/b KayecTea)

3A0 «Bepnun-dapman», Poccus
248926 r. Kanyra, 2-oil ABTomMoBunLHbLIA Npoesa, 4.5

Homep v garta perucrpauuoHHOro
YAOCTOBEPEHWSA

M N013673/01 ot 16.04.2012
Hata nepeodopmnenunn 27.01.2022

HaumeHoBaHue u agpec Aepxarens
PEruCTPaLMOHHOTO YAOCTOBEPEHUS

beprnun-Xemu Al, FepmaHug,
Glienicker Weg 125, 12488, Berlin, Germany

HopmartueHas fokyMeHTayns

HA M N013673/01-270122

HACTOALMM AOKYMEHTOM Mbl MOATBEPXOAEM:

YMNONHOMOYEHHOE NULIo

Ceegenns 06 arrectaum

Mpukas Muxsgpasa Poccuu Ne 230
ot 19.03.2021

NPOW3BOACTBO, XPaHEHWE W KOHTPONb BbiLUSYKa3aHHOW CepuMu roTOBOK NPOAYKUMM OCYLUECTBMEHbl B
COOTBETCTBUM C TpebosaHuamu npukasa MuxnpomTopra Poccun oT 14 umions 2013 r. N 916 «Mpasuna
Hagnexaiwjeid nNpousBOACTBEHHOW npakTukv» (B8 ped. oT 18.12.2015) u pewenus Coseta EBpasnickoi
SKOHOMUYECKO komuccuun oT 03.11.2016 N 77 «O6 yreepxzeHum MNpasun Hagnexalyei npousBoACTBEHHO
npaxkTukn EBpasunitckoro SKOHOMUYECKOro co3an
cepus  nNekapcTBEHHOro  npenapara PEET
rocyziapcTeeHHoO perucTpayum

Anekceesa C.}

15 09, 21

aata

Crpanuya 1ua 1.

OrPH: 102773958196¢€
MHH: 7714033558
KMr: 402901001

3A0 «Bepnun-®apmax, 248926, r. Kanyra, 2-# ABTGmbﬂbm npoesg, A. 5
e-mail: receplion_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, dhakc: +7 (4842) 909-501



BEPJINH-®APMA
MEHAPUHHA

MACIMOPT Ne 756 - 2022

Cuodpop® 500, TabneTku NOKPLITLIG NNIGHOYHOH 0Gonoykoi, 500 Mr

Hamensaanile (xoHTypHan syeikoBan ynakoska (6nucrep)) 10x6 (navka kKapToHHas)
Konu4ecteo notpeb.

Homep cepun 0690922 JI2KOBOK 8 CEpHi 13 682

[lata ¥aroToBNeHws 01.06.2022 Fogen ao 01.06.2025

Mpon3BOACTBO rOTOBOW NEKAPCTBEHHOR OPMbI

3A0 «Bepnun-dapmar», Poccun

MepeuuHan ynakoeka

3A0 «Bepnun-Papmar», Poccua

BropuuyHas / notpeburensckas ynakoska

3A0 «Bepnux-Papmar, Poccus

MNpounseoguTens (Boinyckalowui KOHTPONb Ka4ecTea)

3A0 «BepnuH-dapma», Poccus

AHAanW3 BbiNONHEH NO

HA N NO13673/01-270122

n
YCroBus XpaHeHus PH TemnepaType e Bbilue | [laTa  NPOBEACHMA | g2 09,2022 - 12.09.2022
25 °C aHanu3a
MNoxasarenu Hopme! Peaynbrarhl
Mo 10 TabneTok B KOHTYpHYIO Auetko- | Mo 10 TabneTok B KOHTYPHYIO AYeiKoByIo ynakoBky (Gnuctep)
Bylo ynakosky (Gnucrep) us MBX- | ua MBX-nnenku no FOCTy 25250-88 unu chupmsl «Liveo
nnewkd no [OCTy 25250-88 wunu | Research GmbHb», lepmaHiA u anoMuHuesoil doneru no
thupMel «Liveo Reserch GmbH», Mep- | FOCTy 745-2014 wnu mpmel «SCHULZ FLEXGROUP
MaHuA W aniomusuesol doneru no | GmbH», Mepmanua.
Ynakoska rOCTy 7452014 wnw  cupmet | Mo 6 BNMCTEPOB C UHCTPYKUMER NO NPUMEHEHNIO B KapTOHHO#R
«SCHULZ FLEXGROUP GmbH>», | nauke no FOCTy 33781-2016.
Fepmanus,
Mo 6 GnucTepos ¢ NHCTPYKUKHER no
NPUMEHEHMIO B KAPTOHHOM navke no
rOCTy 33781-2016.
Ha Gnuctepe Ha PYcCKOM R3bike | Ha Gnucrepe Ha pycckoMm A3blKe yKa3aHo:
yKa3biBaloT:
»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
CHEMIE/MENARINI» (Ha natu-
HUUe)
» TOProBOR HauMeHOBaHUe npena- TOproBOE HauMeHoBaHue npenapara®
para
>  MEXIYHSPOAHOE HEMNAaTEeHTOBaH- | MEXOyHapOAHO® HenaTeHTOBOHHOE HauMeHoBaHWe
HOe HauMeHoBaHKe
»  AO3WpoBKY AO3UpOBKa
»  HOMEp cepuu 0690922
»  rofied Ao..» 062025
MpumeuaHue: Ha NPOWIBOACTBEHHYI | MPUMEYAHME: HA NPOUIBOACTEEHHYIO YNaKoBKy
YNaKoBKY MOFYT HAHOCUTBCH
HeBWAUMbBIE SHAKW 3aLLWTH! HEHeCeHb! HeBUAUMBIE 3HAKM 3aLUTbI
Mapkuposka

Ha kapTOHHOW nayke Ha PYCCKOM

A3bIKe YKa3bIBAKOT:

»  HauMeHoBaHue
NpPON3BOAUTESA, CTPaHY

»  HaumeHoBaHwe upmel, OCy-
LECTBNAIOWEA  BbINYCKAIOWMA
KOHTpONb KavecTea (B cnyuae
OTNMYMA or chupmbi-
NpoM3BOAUTENA), CTPaHY

»  norotvn «BERLIN-
CHEMIE/MENARINI» (Ha natn-
Huue)

»  TOproEoe HauMeHoBaHWe npena-
para®

> MEXAYHAPOAHOE HENaTeHTOBAH-
HOe HaMMeHOBaHue

> AO3MPOBKY

rpMbI-

Ha KapTOHHOMN NaYKe HA PYCCKOM RA3bIKE YKa3aHo!

HaWMEHOBaHWe (MPMLI-NPON3BOAUTENS, CTPaHa

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOprosoe HanMeHosanwe npenaparta®
MENAYHAPOAHO® HeNaTeHTOBAHHOR HAUMBHOBaHWE

A03UpOBKA

CrpaHuua 2 ua 3

3A0 «BepnuH-Gapmar, 248926, r. Kanyra, 2-# ABToMoBunbHBIA Npoesa, A. b

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 9098-501

OlPH: 1027739581968
MHH: 7714033558
KMn: 402901001




BEPJINH-®APMA
MEHAPUHHA

MACMOPT Ne 756 - 2022

Cuodcop® 500, TaBneTku NOKpPLITLIE NIGHOUHOH 060N0UKOH, 500 MF

iy (koHTYpHan AveikoBan ynakoska (6nucrep)) 10x6 (nauka KapToHHan)
Konuyecteo notpeb.

Howmep cepuu 0690922 YNAKOBOK B CEpUM 13 682

[lara warotosnexua 01.06.2022 lopex no 01.06.2025

MNpouaeoacTBO roToBON NekapcTBeHHO! hopMbI

3A0 «Bepnun-dapmar, Poccus

MNepeuyHan ynakoska

3A0 «BepnuH-bapmar, Poccus

Bropuunas / notpebutensckan ynakoska

3A0 «bepnun-Papma», Poccus

MpoussoauTens (BeinyckaroLwuil KOHTPONL KavecTsa)

3A0 «Bepnun-Papma», Poccun

AHanNn3 BbINONHEH NO

HA M N013673/01-270122

YcnoBus xpaHeHus lpu TeMnepaType He suiwe | flata  NpoBEASHNS | oo 09 2022 - 12.09.2022
25°C aHanwsa
Mokasarenu Hopmbi Pesaynbtathbl
> NeKapcTBeHHYIO hopMy nekapcreerHan opma
> xonwyecteo TabneTok B ynakoske | konuuectso TabneTok B ynakoske
» cnocol npuMeHeHUA cnocob npuMeHeHns
> coaepwaHue feicTBYIOWero CoAepxaHue geicTsyoLlero BewecTsa B 04Hoi TabneTke
BewecTsa B ogHo# Tabnetxe
> ycnoBus XpaHeHWA YCNOBUA XpaHEeHUs

» «CobnioaaTh MHCTPYKUMIO NO
NPUMEHEHUKD Npenapara, KoTo-
Pan HaxoAUTCA BHYTPY YNakos-
Ku»

>  «flekapcTBEHHOE CPeACTBO

XPaHuTL B HELOCTYNHOM ANA

Aereil mectel»

«MepopansHoe npotusoguabe-

TUMECKOE CPeACTBO»

YCNOBUA OTnycKa

v

HOMEp Cepuu
ABTY WIrOTOBNEHUR
«rOAEH A0...»

WTPUX-KOA

Y ¥ ¥V Vv V ¥

PerucTpaunoHHbIA HoMep

Mpumeyaxue: Ha NPON3BOACTBEHHYIO
YNaKkoBKY MOTYT HAHOCHTLCA:

» HEBUAMMBIE 3HAKKN 3aLuTsl

> NPOU3BOACTBEHHBIE KOAbI

»  3THKeTKa KOHTPONA Nepsoro
BCKPLITUA

> cpeAcTsa uaeHTUUKALIN CH-
CTE&Mbl MOHUTOPUHIA ABIKEHUA

«CoBnioaaTh MHCTPYKLUIO NO NPUMEHEHMIO Npanapara, KoTo-
pan HaxXOAWTCA BRYTPYU YNaKkoBKu»

«JlexapcTBEHHOE CPEACTEO XPAHUTL B HEAOCTYNHOM ANA Je-
Teil mecrel»

«[lepopancHoe npoTusoauabeTuyeckoe CpeacTEO»

YCNOBMUS OTMyCKa
0690922

062022

062025

LUITPUX-KOA,

perucTpaUUOHHbI HoMep

MpumeuaHue: Ha NPOUIBOACTBEHHYIO YNaKoBKy
HaHeCEeHbl HEBNAMMBIE SHAKN 3ALUTH!

HaHecCeHbl NPOUIBOACTEEHHBIE KOAbI

HE HaHECEeHa ITUKETKA KOHTPONA NepBoro BCKPLITUA

HaHeCceHb CPeACcTEa WAEHTUADUKALIMIA CHCTEMBI MOHUTODHHIA
ABWKEHUA NBKaPCTBEHHLIX NPenapaTos

CpoK rogHocTH

3ropa

3aknouyeHue: cooT

HavanubHuk OKK

EHHbIX NpenaparTos
% Creg

Farnowsunu A.A.

HA N N013673/01-270122 no BCeM nokKasaTensam.

1200, 20

{aaTa)

Crpanuua 3 us 3

3A0 «BepnuH-Papmanr, 248926, r. Kanyra, 2-i ABToMoBunbHbIA npoesg, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

OrPH: 1027739581968
MHH: 7714033558
Knn: 402901001



