BEPJINH-®APMA
MEHAPUHH

NOATBEPXAEHWE COOTBETCTBUA

Ne 37 - 2022
ToproBoe HauMeHOBaHNe Cuodop® 850
H
MexayHapoaHoe HenaTeHToBaHHoe MeTdhopmun

HavMMeHoBaHue

dopMa BbINycKa

TabneTku, NOKpbITLIE NNEHOYHOK oBonoykoi, 850 mr
(koHTYypHas sveikoean ynakoska (6nuctep)) 15x4 (nayka KapToHHas)

Homep cepum 0230122

Konuuyecrso notpeburenbckux 8 241

ynakoBOK B cepum

fata uarotosrnexua 11.2021

Cpok rogHoCcTM 11.2024

Mpon3BOACTEO rOTOBOH 3A0 «Bepnux-®apma», Poccus
nexkapcTeeHHo! hopmbl 248926 r. Kanyra, 2-oit ABToMOGUNbHBINA Npoesa, 4. 5

MeperyHan ynakoska

3A0 «bepnux-®apmay, Poccus
248926 r. Kanyra, 2-o# ABTomo6unbHbIA npoesa, 4. 5

BropuuHas/notpeSurensckas 8AO «Bepnun-dapma», Poccus
ynakoBka 248826 r. Kanyra, 2-ot AeTomoGunbHeIR Npoesg, 4. 5
Mpoussoautent (BeinyckatoLuii 3A0 «Bepnun-bapmar, Poccus
KOHTpONb Ka4yecTsa) 248926 r. Kanyra, 2-oi1 ABTomoBunbHLIR Npoesg, 4. 5

Homep 1 aaTa perucTpauuoHHOro M N013674/01 ot 13.04.2012
yAocToBepeHua [Oara nepeocdopmnenus 30.07.2019

HaumeHoBaHue u aapec aepxatens | bepnuH-Xemu Al, Fepmanus,
perncTpaLMoHHOro yAOCTOBEPeHUA Glienicker Weg 125, 12489, Berlin, Germany

HopmaTueHas JokymeHTaums H N NO13674/01-030718; Mam. Ne 1 I N013674/01-300719

HACTOALLMM NOKYMEHTOM Mbl NOATBEPXXAAEM:

YnonHomMmo4eHHoe nuuyo  Anekceesa C. M
Ceepenun of arrectayuu

Mpukas Muxsgpasa Pocoun Ne 230
ot 19.03.2021

NPOM3BOACTBO, XPaHEHWE W KOHTPONb BbllleykasaHHOW Cepun roTOBOW NPOAYKLWW OCYLLECTBNEHbl B
cooTeeTcTBuM ¢ TpeGosaHuAMM npukasa MuHnpomTopra Poccum ot 14 uioHa 2013 r. N 916 «Mpasuna
Hagnexatileid Nnpou3BOACTBEHHOW npakTuku» (B pea. oT 18.12.2016) w pewenns Coeeta EBpasuiickoit
3KOHOMUYECKON Komuccuu ot 03.11.2016 N 77 «O6 y‘raep;mel-mu MNpasun Hagnexallen NpoM3BOACTBEHHOI

Cepus  NeKapcTBEHHOro  npenaparta
roCcyAapCTBEHHON perucTpaunm

y YCTaHOBNEeHHLIM nNpn  ero

26. 01. 207

para

Crpanuya 1 n3 1

3A0 «bepnun-®apmar, 2489286, r. Kanyra, 2-i Aa'romoﬁnnbnbsﬁ npoesa, A. 5 OIPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, dake: +7 (4842) 909-501 Knn: 402901001




BEPJINH-®APMA
MEHAPHUHA

MNACMOPT Ne37 - 2022

HaumeHoeaHue

Cuodop® 850, Tabnerkm, NOKPbITbie NNeHOYHOH 060NOUKOH, 850 Mr

(koHTYypHan svedKkoBan ynakoBka (6nuctep)) 15x4 (nauka kapToHHan)
Konuuecteo notpeb.
Homep cepuu 0230122 YNaKOBOK B CepHh 8241
Dara narorosnexus 11.2021 lopeH ao 11.2024

Mpon3soAcTEO roTOBON NEKapCTBEHHOH (POpMbI

3A0 «bepnun-®apmar, Poccus

MepBuyHan ynakoeka

3A0 «bepnun-®apma», Poccua

BropuuHas / notpebutenbckas ynakoska

3A0 «bepnun-dapma», Poccusn

MpoussoguTerns (BbinyckalowwiA KOHTPONb KayecTea)

3A0 «Bepnun-Papmar», Poccua

AHanu3 BeINONHEH no

HA M N013674/01-030718; Usm.

11 N0O13674/01-300719

Mpwn Temneparype He Bbiwe [Jara npoeefeHuA
BUA XpPaHEHUA 18.01. - 24.01.
Ycno p 25 °C S 2022 - 24.01.2022
Moka3sarenu Hopmbi Pesynbrarsi
Mpogonrosareie Tabnetku Genoro Mpoaonrosatble Tabnetiu Genoro LBeTa, NOKPLITLHIE NNEHoY-
Onvcanue yseTa, NoKpLITHE NAeHouHoi obonoy- | Holl 06onouKoi ¢ ABYCTOPOHHER PMCKOI
KON € ABYCTOPOHHE#R pucxoil.
Bpems yaepxuBaHNUA OCHOBHOrO Nvka | Bpems yaepuBaHUs OCHOBHOTO NMKA HAa XPOMATOTPaMME
Ha XpPOMAaTOrpamMe MCNBITYEMOro UCNbITYEMOro PacTeopa COOTBETCTBYET BPeMeHU YAepxusa-
Moo pacTsopa AOMKHO COOTBETCTBOBATL HWA OCHOBHOIO MWKa Ha XpoMaTorpaMme CTaHAapTHOMo pac-

BPEMEHV YAEPKUBAHNA OCHOBHOM
NUKA Ha XPOMaTOTPaMMe CTaHAAPTHO-
ro pacTsopa MeThopMuHa.

TBOpa MeTQOpMNHE

Cpeanns macca:
0,950 r£5 % (0,903 - 0,998 r). 0940r
OaHOPOAHOCTL Macch 18/20 He Gonee =5 %; Or-1%p0+2%
2/20 ve Gonee £ 10 % -
OT paccuMTaHHOW cpegHel Macchl
Pacnapaemocte He Gonee 30 MuH 26 MWH
He meHee 80 % (Q) yepes 30 MuH. OT
Pacraopenne 38ABNEHHOrO COABPKAHWA. 97%
Mpumeck A (LuaHoryaHuaus) - He 0,01 %
Gonee 0,02 %;
NioGan eaAwHUIHaA HeMAGHTGWUMPO- | < 0,05 %
PoacTeentble npumeck BaHHan npumecs — He Gonee 0,1 %:
Cymma HenaeHTUNUMpOBaHHBIX < 0,05 %
npumeceil — ve Gonee 0,3 %.
Mapametp npuemnemocth ansA 10 3,0 (ann 10 eanHUL)
eAuHUY faosnpoBanna S 15,0,
OaHopoaHOCTB MNapameTp npuemnemocti ans 30 -
A03MPOBAHNA €AVHAL 803MpoBaHNA < 15,0, U HY
OAHAE N3 eMHWL 403UPOBaHUA He
menee 0,75M u He Bonee 1,25M.
MukpoBuonorudeckasn Kateropus 3A: Kaveropus 3A:
yucrora:
- Obuwee yucno aapobHbix e Gonee 10° KOE 8 1 1 (mn) <10 KOE & 1 r (mn)
MWKPOOPraHuaMoB

—~ O6Lee YUcno Jpoxoke-
BbIX U NnecHeswix rpubos

He Gonee 10 KOE & 1 r (Mn)

<10 KOE 8 11 (Mn)

- Escherichia coli otcyTeTene B 1 r (Mn) OrcyrcrayeT B 11 (Mn)
Ot 807,5 mr go 892,5 mr meTchopmuxa | 843,3 wr

KonuyecreeHHoe ruapoxnopuaa b Tabnerke

onpeaenexue (95 % — 105 % OT 3anBNEHHOrO co- (99 %)

AepMaHun).
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BEPJINH-ODAPMA :
MEHAPHUHH

MNACNOPT Ne37 - 2022

HaumeHoBaHWe

; C:uodmpi 850, TaGneTkn, NOKpPbITbie NNeHO4YHOK oBono4Kon, 850 mr

(xoHTypHan AyelkoBan ynakoska (6nucrep)) 16x4 (nauka KapToHHan)
Konuyecteo notpeb.
Homep cepuun 0230122 YNaKOBOK B CEpUH 8 241
Hara uarotosneHus 11.2021 lopex po 11.2024

Mpon3BoACTBO rOTOBOI fleKapCTBEHHOR OpMb

3A0 «bepnux-®apman», Poccus

MNepBuyHas ynakoBka

3A0 «Bepnus-dapmar», Poccus

BropuyHas / notpeburenbckas ynakoska

3A0 «Bepnun-®apman», Poccun

MNpounssoauTens (BbinyckaoLui KOHTPONL KavecTea)

3A0 «bepnuH-®apma», Poccun

AHanua BoINOSIHEH No

HA N N013674/01-030718; Uam.

1 M N013674/01-300719

Ycnoeus xpaHeHua

Mpu TeMnepartype He Bbiwe
25°C

Oara nposeaeHun

18.01.2022 - 24.01.2022
aHanusa

Mokasarenw Hopmel Pesynbrarhi
Mo 15 Tabnetok B KOHTYpPHYIO Aveitko- | Mo 15 TabneTok B KOHTYPHYIO AYEKoBYIO ynakoeky (Gnnctep)
BYK ynakoeky (6nuctep) ua NBX- | wa MNBX-nnexku no FOCTy 25250-88 nnn thupmbl «Blicare
nneHdku no FOCTy 25250-88 wunu | Research GmbH», FepmaHna u anioMnHneBoi chonsri no
¢upme «Bilcare Research GmbH», | MOCTy 745-2014 unu coupmbl « SCHULZ FLEXGROUP
TepManus w anioMuHueBoit chonbru no | GmbHa, MlepManus;
Ynakoska FOCTy 745-2014 wnu  cmpme | Mo 4 Bnuctepa ¢ MHCTPYKLUMEH NO NPUMEHEHWNIO B KAPTOHHOM
«SCHULZ FLEXGROUP GmbH», | nauxe no FOCTy 33781-2016
FepmaHus;
Mo 4 6nuctepa ¢ uHCTPYKUUe#H no
NPUMEHEHWIO B KAPTOHHOW Navke no
FOCTy 33781-2016.
Ha Gnucrepe Ha pycckoMm A3bike | Ha Gnuctepe npucyTcTByeT HaanMck:
YKa3biBalor:
»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHnye)
CHEMIEMENARINI» (Ha naTu-
Huue)
> Toprgsoe HaWMEHOBaHWe npena- | TOProBoe HauMeHoBaHWe npenapaTta ®
pata
»  MeXayHapojgHOe HEenaTeHTOBaH- | MeXAYHAPOAHOe HENATEHTOBAHHOE HANMEHORaHMe
HO@ HauMeHoBaHue
> RO3MpoBKY A031pOBKA
HOMEp Cepun 0230122
»  «ropeH A0..» (3 roga ¢ parel | 11.2024
W3rOTOBNEHMA)
Mpumeuanne: Ha npousBoAcTBEHHY | lMpUMevaHWe: Ha NPOMIBOACTBEHHYIO YNakoBky
YNaKkoBKy MOryT HAHOCUTbLCSA!
»  HeBMGMMbIE 3HAKW 3aLLUTbI HaHeceHb! HEBMAUMBIE 3HAKK 3aLUNTHI
Mapkwposka Ha kaprowHo# nauke Ha pycckoM | Ha KapTOHHO#M naLuke NPUCYTCTBYET HAANUCH:

A3blKe YKa3biBaIOT:

> HauMmeHoBaHne
NPOU3BOAUTENA, CTPAHY

»  HaumeHoBaHne MpPMBI, OCY-
WeCTBNAIOWER  BbINYCKAOLYMIA
KOHTPONL Kadyectsa (B cnydae
OTNNYUA oT upmbl-
NPOU3BOAWTENSA), CTPaHY

»  norotun «BERLIN-
CHEMIEMENARINI» (Ha natu-
Hu4ue)

»  TOproBoe HauMeHOBaHWe npena-
para®

» MEXAYHapoAHOe HenaTeHTOBaH-
HOe HauMeHoBaHWe

»  AO3UpOBKY

»  nexapcTeeHHylo Gopmy

bupMei-

HaVMEHOBAHWE (PUPMbI-NPOUIBOAKTENS, CTPaHA

-

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

TOProBoe HaUMeHoBaHWe npenapara ®
MEXAYHapPOAHOB HENATEHTOBAHHOE HAUMEHOBAHUE

AO3UpoBKa
nekapcTeeHHas opma
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BEP/IUH-ODAPMA
MEHAPHUHU

MACMOPT Ne37 - 2022

HaumeHoBaHue

Cuod:op 850, TabneTku, NOKPLITLIE NNEHOYHON 060NOYKOH, 850 Mr

(koHTypHan AveiikoBan ynakoska (6nucrep)) 15x4 (navka KapTOHHasn)
Konuyectso notpeb6.
Homep cepuu 0230122 YNaKoBOK & CepuM 8 241
fara nsrotoBnexHus 11.2021 Fonex po 11.2024

lpON3BOACTBO rOTOBOI NEeKapCTBEHHON (OpPMb!

3A0 «bepnuH-®apma», Poccus

MepenyHan ynakoeka

3A0 «Bepnun-®apmay, Poccus

BropuyHas / notpeburensckas ynakoeka

3AO «Bepnun-dapma», Poccus

MNpovnasoguTent (Bbinyckaowmii KOHTPOnb KayecTsa)

3A0 «bepnun-®apmar, Poccus

AHanu3 BbINOMHEH no

HA M N013674/01-030718; Wam.

1 MM N013674/01-300719

Mpu TemnepaTtype He Bbille Data  nposegeHus
NOBUA XPaHeH 18.01.2022 - 24.01.20
ye pakgHn 25 °C aHanusa . . L
MNokasaTenu Hopmei PeaynbTathl
> xonnuecTao TaGneTok B ynakoexke | KONUYECTBO TAGNETOK B ynaxkoexe
»  cnocol npumeHeHuA cnocob npuMeHeHnA
cogepxanue aelicTeyowero coAepxaHihe AeACTBYIOLLEro BeLlecTsa B 0AHOW TabneTke
BellecTsa B ogHoil TabneTtke
»  ycnoBua XpaHeHuA YCNOBUA XpPaHeHus
«Cobnroaars MHCTPYKUMIO No «CobnionaTh MHCTPYKLMIO NO NPUMEHEHUIO NPENapaTa, KoTo-
NPUMEHEHUIO Npenapara, KoTo- Pan HaxOAUTCA BHYTPH ynakosku»
Pan HaxoAWTCA BHYTPH YNakos-
Kup
>  «JlekapcTeeHHoe cpeacTso Xpa- | «JlekapcTeeHHoe CPeACTBO XPaHUTL B HEA0CTYNHOM ANA ae-
HUTb B HBAOCTYNHOM ANA AeTeil Tel mecrel»
mecrel»
> «lMepopansHoe npoTusosnabe- «MNepopansHoe npoTMBoAUaBETUNECKOE CPEACTBON
THYECKO® CPeAcTBO»
>  ycnosus oTnycka YCNoBuA oTnycka
»  HOMep cepuu 0230122
> party WaroToBneHus 11.2021
> «rof\eH A0.,.» 11.2024
> wWTpux-Koa LITPUX-KOA
»  HOMep perMcTpaLMOHHOro ya0- HOMEP PerucTPaLMOHHOIS YAOCTOBEPEHUA
CTOBEPEHUA
MNpumeuaine: Ha npon3soacTeeHHyl | MpUMedaHme: Ha NPON3BOACTBEHHYIO YNaKoBKy
YNaKoBKY MOIyT HaHOCHTLCS:
»  HEBUAUMBIS JHAKM JALYUTHI HaHECEHbI HEBUAMBI® 3HAKN 3aWNTEI
NPOU3BOACTBEHHLI® KOAbI HaHeCeHb! NPOM3BOACTBEHHbIE KOADI
STUKETKA KOHTPONA NEPBOrD He HaHeCceHa 3TWKETKA KOHTPONA NEPBOro BCKPLITHA
BCKPBITUA
»  CpeacTEa MAEHTU(UKALAMU CH- HaHneceHbl CPeACTEa UASHTUDMKALMN CUCTEMbI MOHWTOPMHIA
CTeMbl MOHHTOPHHIA ABMXEHMUS ABWKEHWA NeXapCTBEHHBIX Npenaparos
NeKapcTBeHHbIX NpenaparTos
Cpok rogHocTH 3roaa 3ropa
PoK roq roA — A
3aknioyeHue: COOTBETCTBYEY TP ¥ HE N N013674/01-030718;
Mam. Ne1 13& 4!01-30071 D\id\BCEM NoKasaTenam.
3 % 24 01 20
HavansHuk OKK 3'.’3’ A Farnowsnnu A.A. 022
2% v (aava)
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3A0 «bepnux-®apma», 248926, r.

e-mail: reception_kaluga@berlin-chemie.com
Tan * 47 (ARADY QNA_RANN rhaver: +7 (ARAD QNA_ENA
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