Yy BEP/IUH-®APMA

M

MEHAPUHUA

NOATBEPXOEHUE COOTBETCTBUS

Ne 319 - 2022
ToproBoe HauMeHoBaHue Cuochop® 850
MexayHapoaHoe HenaTeHToBaHHOe Miordiopucs

HauMmeHoBaHue

dopma Bbinycka TabneTkn, NOKPLITLIE NNEHOYHOM obonoukoit, 850 mr
(KOHTypHas syeitkoBas ynakoska (6nucrep)) 15x4 (nayka KapTOHHas)
Homep cepuu 0820422
KonuyecTso notpeburtenbckux 8 141
yNakoBoK 8 cepum
Hata uarotosnenns 28.02.2022
CpoK rogHocTH 28.02.2025

MNpousBoacTBo roToBoH
nexapcTeeHHO| PopMbl

3A0 «Bepnux-dapman», Poccus
248926 r. Kanyra, 2-0ii ABTOMOBMALHBIN npoeag, 4. 5

MepsuyHas ynakoska

3A0 «bepnuH-bapmar, Poccus
248926 r. Kanyra, 2-0i1 ABTOMOGMALHbII npoesn, 4. 5

Bropuunas/notpebutensckas
ynakoska

3A0 «BepnuH-Papmar, Poccus
248926 r, Kanyra, 2-0it ABTOMOBNBHbI npoesa, 4. 5

MpounssoauTens (Beinyckarowuii
KOHTpOnb Ka4yecTea)

3A0 «Bbepnun-®apmas, Poccus
248926 r. Kanyra, 2-0it ABTOMOGUNbHLIN npoesg, a. 5

Homep u gara peructpauuorHoro
YAOCTOBEPEHUS

M NO13674/01 or 13.04.2012
Hara nepeochopmnenus 30.07.2019

HaumeHoBsanue v agpec aepxarens
PErMCTPaLMOHHOTO YAOCTOBEPEHUS

Bepnux-Xemu AT, MepmaHus,
Glienicker Weg 125, 12489, Berlin, Germany

HopmatusHas gokymeHTawus

HO I N013674/01-030718; Wsm. Ne 1 M NO13674/01-300719

HACTOALWMUM LOKYMEHTOM Mbl NOATBEPXAAEM:

- MNPOW3BOACTBO, XpaHEHWe W KOHT

3KOHOMUYECKOW komuceuun ot 03.11.2016 N 77 «O
npakTukn EBpasniickoro 3KOHOMUYECKOro Colo3

- Cepua neKapcTBeHHOro npenapara YCTAHOBMEHHbIM  npU
roCyAapCTBEHHOM perucTpavmm
YnonHomoueHHoe nuuo  Anekceesa C.
Ceepennn o6 aTrectaumi 19. 01!. 20_22_

Mpukas Munaapasa Poccuu Ne 230
oT 19.03.2021

Aara

POnb  BbllleykasaHHOA CepuM roTOBOWA NpoAyKUMK OCYLLECTBNEHLl B
pukasa MuHnpomropra Poccun ot 14 wmioHs 2013 r. N 916 «Mpaeuna
npakTuku» (8 pea. ot 18.12.2015) u pewenus Cosera Espaswiickoi
0 yTeepxaennu Mpasun Hagnexaei Npou3BOACTBEHHOM

Crpanuua 1 13 1

OrPH: 102773958196€
WHH: 7714033558
KMmn: 402901001

3A0 «Bepnux-®apman, 248926, r. Kanyra, 2-it ABTOMOBUbHbII npoesg, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, akc: +7 (4842) 909-501



BEPJ/INH-ODAPMA
MEHAPUHU

MACTIOPT Ne 319 - 2022

- ~ Cuocpopfaso, TabneTku, NOKPLITLIE NNEHOYHOM oGonoykoii, 850 mr

HaumeHosakue (xoHTypHan Aveitkosas ynakoska (6nucrep)) 156x4 (nauxa KapTOHHasn)
Konuuectso notpe6.

Homep cepuu 0820422 YNEKOBOK B Cepit 8 141

Hara usrotoenexus 28.02.2022 ropeH go 28.02.2025

[poU3BOACTBO rOTOBOI NEKapCTBEHHOM hopMbI

3A0 «bepnux-®apmar, Poccus

MepBuyHan ynakoska

3A0 «Bepnun-®apma», Poccus

BropuuHas / notpebutensckas ynakoska

3A0 «Bepnun-dapmar, Poccus

lMpoussogurens (Buinyckarwwymii KOHTPoNb KavyecTea)

3A0 «Bepnun-dapmar», Poccus

AHanws BuINONHEH no

HA 1M N013674/01-030718; Uam.

11 N013674/01-300719

Mpu Temneparype He Boiwe data  nposegexus
Ycnosus xpaxeHu 08.04.2022 -~ 18.04.2022
i i A 25°C aHanuaa -
Mokaszatenu Hopmbli Pesynbrarhbl
Npoaonrosarsie Tabnetin Genoro Mposonrosareie Tabnevkn Genoro usera, NOKPLITLIE NNEHOM-
Onucasue LBeTa, nokpbITole nneHounoi obonou- | Hot oBonoykod ¢ ABYCTOPOHHEeR pUcKoii
Ko# € ABYCTOPOHHER PUCKOA.
BpeMs yaepiuBaHua OCHOBHOMO nvka Bpema yaepxueanua 0CHOBHOrO NUKa Ha Xpomarorpamme
Ha XpOMaTorpaMMe NCNLITYeMoro HCNBITYBMOro PacTBOPA COOTBETCTBYET BPEMEHN YAepKUBa-
T PacTeopa AOMKHO COOTBETCTBOBATH HUA OCHOBHOrO NKKa Ha XPOMATOrPaMMe CTaHAAPTHOTO pac-

BpEeMEHU YAEPXNBAHMA OCHOBHOM
NYKa Ha XpoMmaTorpaMmme CTaHAapTHO-
ro pacreopa MeTopmMHHa.

TBOpa meTcopmMuHa

OAHOPOAHOCTL MACCH!

CpepaHnn macca:
0,950 r+5 % (0,903 - 0,998 r).
18/20 He Gonee * 5 %;

2/20 He Gonee + 10 %
OT pacc4MTaHHOR CpeaHel Macchl

0934r
Or-2%p0+2%

Pacnapaemocrts He Gonee 30 mux 14 mun
He meHee 80 % (Q) yepes 30 muH. ot
Pacrsopenie 33ABMEHHOrO COAPXKaHUA. 9%
MpuMecs A (UnaHOryaHuauH) - He 0,01 %
Gonee 0,02 %;
TlioGan egnHuyHan HempeHTUMUMPD- | < 0,05 %
PoacTaenHbie npumecy BaHHaA npuMecs ~ we Gonee 0,1 %;
Cymma HeuaeHTUDULMPOBAHHbIX < 0,05 %

npumecei — He Gonee 0,3 %,

MapameTp npuemnemocTn ana 10
©AWHUL A03UpoBaHUA < 15,0.

3,2 (ana 10 epnHuy)

OAHOPOAHOCTD MapameTp npuemnemoctn Ans 30 -
AQ3MPOBaHUA eAMHAL Ao3upoBaHuA S 15,0, U KK
OAHA W3 8AWHUL 4O3NPOBAHUA He
menee 0,75M u He Gonee 1,25M.
Mukpobuonoruieckas Kaveropua 3A: Karteropus 3A;
JncToTa:
- O6Lee yncno aspobubix | e Gonee 10° KOE & 1 r () <10KOE B 1 r(mn)
MWKPOOPraHUaMoB
- OGLee Yucno APONOKe- He Gonee 10° KOE & 1 r (mn) <10KOE B 1r (mn)
BblX W NnecHesbIX rpubos
- Escherichia coli orcyTcTeme B 1 r (mn) Otcyrersyer B 1 r (mn)
Ot 807,5 Mr o 892,5 Mr meTchopmuna | 824,8 Mr
KonwnuecteerHoe mMapoxnopuaa B Tabnerke
onpejenexue (95 % ~ 105 % OT 3aRBNEHHOTD CO- (97 %)

AepPKaHUR),

Crpanuua 1 ua 3

OrPH: 1027739581968
UHH: 7714033558
Knn: 402901001

3AO «bepnun-Gapmar, 248926, r. Kanyra, 2-i ABTOMOBUNbHbIH npoesg, a4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, caxkc: +7 (4842) 909-501




BEPJINH-OAPMA
MEHAPHUHU

NACIOPT Ne 319 - 2022

(::nocl:op‘s 850, TabneTkn, NOKPbITbIE NNEHOMHOK 060NOYKONH, 850 Mr

HanmeHosanve (koHTypHan auelikoBan ynakoska (6nucrep)) 15x4 (nayxa KapToHHan)
Konuvectso notpe6.

Homep cepuu 0820422 YNaKoBOK B Cepui 8141

[Nara uaroTosnexus 28.02.2022 lFoneH go 28.02.2025

Mpou3BoACTBO roToBOI NEKAPCTBEHHOW HOPMBI

3A0 «bepnun-Papma», Poccus

MepeuYHaN ynakoeka

3A0 «Bepnun-dapma», Poccus

BropwuHas / notpebutensckas ynakoska

3A0 «Bepnun-®apma», Poccus

MpouasoauTens (Bbinyckarowuii KOHTPONb KavecTea)

3A0 «bepnux-dapmax, Poccua

AHanus BLINOAHEH No

HA N N013674/01-030718; Uam.

1 M NO13674/01-300712

lMNpu Temneparype He Bbllue lara npoBsepexus
NOBUSt XPaHeHUA 8.04.2022 - 18.04.2022
b P 25°C aHanuaa - " 508202
MokasaTtenu Hopwmbi Peaynurarsl
Mo 15 TaGneTok B KoHTYpHyIo Aueiko- | Mo 15 rabneTok B KOHTYPHYIO A4ERKOBYIO ynaKoBky (GnucTep)
Byl ynakosky {(Gnucrep) ws [MBX- | us MBX-nneHkn no FTOCTy 25250-88 unu chupmsl «Blicare
nnedkn no [OCTy 25250-88 wnw | Research GmbH», Fepmanus n aniomunvesoi donbm no
PupMmbl  «Bilcare Research GmbH», | TOCTy 745-2014 unu cupmsl «SCHULZ FLEXGROUP
l'epmaHuA n anoMuHneBoi doner no | GmbH», MepManun;
Ynakoeka FOCTy 745-2014 wnu  chupmbl | Mo 4 6nuctepa ¢ MHCTPYKUMER NO NPUMEHEHNIO B KApTOHHOR
«SCHULZ FLEXGROUP GmbHn», | nauke no FOCTy 33781-2016
Fepmanus;
Mo 4 Gnucrepa ¢ UHCTpyKUMel no
NPUMEHEHWIO B KAPTOHHOW navke no
rOCTy 33781-2016.
Ha Gnucrepe Ha pycckom ssbike | Ha Gnucrepe NnpucyTCTBYeT Hagnuch:
yKa3kLIBatloT:
» norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHMUE)
CHEMIE/MENARINI» (Ha naru-
HULe)
» TOProBoe HaumeHoBaHWe Npena- | TOproBoe HauMeHosaHwe npenapata ®
parta
P MEXIYHEpOAHO® HENaTeHTOBaH- | MEXAYHAPOAHO® HENATEHTOBEHHOE HAMMEHOBaHWE
HO® HauMeHOoBaHue
> AO3UPOBKY A03MpoBKa
» HOMEp Cepun 0820422
> «roped po..» (3 ropa ¢ aamw | 022025
W3roTOBNEHUA)
MpumeyaHue: Ha npoussopcTeernyio | MpumeuaHwe: Ha NPOU3BOACTBEHHYIO YNAKOBKY
YNaKoBKy MOTYT HAHOCHTLCS:
>  HEBUAWMLIE 3HAKMA 3aLUMTBI HEHECEHbI HEBULNMBIE 3HAKN 3aLUNTEI
Mapipoexa Ha xapToHHOW nauxe Ha pycckom | Ha KaproHHo# nauke NPUCYTCTBYET HAANUCH:

A3biKe YKa3biBaloT:

» HaumeHoBaHue
MpPOU3BOAUTENA, CTPaHY

» HaumeHoBaHWe ¢upmbl, ocy-
WeCTBNAIOWER  BbiMyCKAIOWMA
KOHTPONb KkavecTsa (B8 cnyuae
OTNMYNA oT hHUpMbl-
NpouaBgAUTENs), CTpaHy

»  norotun «BERLIN-
CHEMIE/MENARINI» (Ha namw-
Huue)

»  TOprosoe HauMeHOBaHWe npena-
parta®

> MeXayHapoAHOe HenaTeHToBaH-
HO® HaUuMeHoBaHNe

»  posvposky

»  neKkapcTeerHyio opmy

hupmel-

HaUMeHoBaHWe PMpMbI-NPON3BOAUTENA, CTPaHa

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

TOproBoe HaumeHoBaHue npenapara ®
MEXAYHaPOAHOe HENaTeHTOBaHHOe HauMeHOBaHue

A03upoBKa
NexapcTeeHHaA popma

Crpanvua 2 us 3

3AO «BepnuH-®apmar, 248926, r. Kanyra, 2-it ABToMoGHNbHBIA npoeas, 4. 5

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

WHH:
Krnn:

7714033558
402901001

OrPH: 1027739581968



MEHAPUHH

MACMOPT Ne 319 - 2022

BEPJ/INH-OAPMA

- C|.|oc|n:o|§5 850, TabneTku, NOKPLITLIE NNEKOYHOR oGonouxko#, 850 mr

Haumerosatue (KOHTYpHasi sueiikoBas ynakosxa (6nuctep)) 15x4 (nauxa kapromHas)
Konuuyecteo norpeb.

Homep cepuu 0820422 YNAKOBOK B Cepyy 8 141

Dara usroToeneHus 28.02.2022 loaex go 28.02.2025

Mpou3BoACTBO roTOBOI NeKapcTBERHOI ¢hopmel

3A0 «Bepnun-dapma», Poccus

MNepsuyHas ynakoeka

3A0 «Bepnux-®apma», Poccus

BropuyHas / notpebutensckasn ynakoska

3A0 «Bepnun-dapma», Poccus

Mpouseogurens (Boinyckalowmii KOHTpoOnb Kavyecrsa)

3A0 «bepnuH-dapma», Poccus

AHanus BbINOHEH No

H N NO013674/01-030718; Uam.

11 N013674/01-300719

npm TemMnepartype He Bbile Hara nposegeHun
YenoBus xpaHeHus .04.2022 - 18.04,2022
cno paHe 25 °C Pl L A 08.04.2022 - 18.04.20
Mokasarenu Hopmbi PeaynbTarhbi

> KOnu4ecTeo TaGneTok B ynakoBke | KONWUEcTEo TAbneToK B ynakoBke

» cnocob npumeHeHus cnocob npumeHeHus

» copaepmaHne ReicTByIOLero CoAepKaHue feiCTByIwWero BewecTea B 04HOM TabneTke
BelecTsa B 0aHo# Tabnetke

> YCNOBMA XpaHeHWR YCNOBUA XpaHeHUA

> «Cobnioaate MHCTPYKUMIO NO «Co6niopaTL MHCTPYKLKIO NO NPUMEHEHMIO fipenapara, Koro-
NPUMEHEHWIO Npenapara, KoTo- PaR HAXOAWTCA BHYTPW YNaKkoBKu»
Pas HaXoAUTCA BHYTPH YNaKkos-
KM»

> «JlekapcreenHoe cpeacTao xpa- «JlekapcTBeHHO. CPEACTBO XPaHUTD B Hep OCTYNHOM ANA Ae-
HATE B HEAOCTYNHOM Ans AeTed Teil mecral»
mecrel»

b «lepopansHoe npoTweoanabe- «lepopantHoe npoTueoauabeThyeckoe CpejCcTBO»
TUYECKOe CPBACTBO»

> YCNOBWA OTRYCKA YCNOBUA oTnycka

> Homep cepuu 0820422

> Aaty waroToBnexws 022022

» «IOAEH A0...» 022025

> LITPHUX-KOZ WTPUX-KOA

»  HOMEp PerucTpauMoHHOro yAC- HOMEP PerucTpaUmMoHHOro YA0CTOREPeHUA
CTOBEPEHUA

Mpumeuanue: Ha NPOU3BOACTBEHHYIO MNpumevanue:; Ha NPONIBCACTBEHHYIO YNaKoBKy

YNaKoBKy MOryT HAHOCHTLCA:

> HeBUAWMbI@ 3HaKY 3aLLUMTLI HaHECEHbI HEBUAMMBIE JHAKW 3aLUUTLI
NPOM3BOACTBEHHbIE KOALI HaHeceHbl NPOUIBOACTBEHHLIE KO
3TUKETKa KOHTPONA Nepeoro HE HaHeCeHa 3TUkeTKa KOHTPONA NePBOro BCKPLITHA
BCKPLITUA

»  cpeaCTBa WaeHTUdUKaLMK cu- HAHBCEHbI CPEACTBA WAEHTUIMKALIMM CUCTEMBI MOHUTOPUHTA
CTe@Mbl MOHUTOPUHTE ABIKEHWA ABWKEHHA NEeKapCTBeHHLIX Npenaparcs
NekapcTeeHHbIX npenaparoa

Cpok rogHoCcTH 3roaa 3 roga
oF T,

3akniouyeHue: cooT
[ k] §

Havanbhuk OKK

N ATV 574

Farnowsunu A.A.

uam HA N N013674/01-030718;
0719 no Bcem nokasarensim.

18 04 2022

(nara)

3AO «bepnu-®apma, 248976. 7. Kanyra, 2-# ABTOMOGHNLHLI npoesa, A. 5

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

WHH:
Knn:

7714033558
402901001

CtpaHnuua 3 u3 3
OrPH; 1027739581968



