 BEPJIUH-®APMA
MEHAPUHH

NOATBEPXAEHUE COOTBETCTBUSA

Ne 190 - 2022
Toprosoe HauMeHoBaHMe Cnodop® 850
MexayHapoaHoe HenaTteHTOBaHHOe
i il i MeTdhopmuH

HauMeHoBaHue

TabneTk1, NOKPLITLIe NNEHOYHOM obonovkoil, 850 mr

PoENARNnYCR (KOHTYpHan A4eiikoBas ynakoeka (Gnuctep)) 15x4 (nauka KapToHHaA)
Homep cepuu 0420222

Konuyectso notpe6utensckux 8183

YNakoBOK B CEpuu

Hata usrotosnevus 12.2021

Cpok rogHocTu 12,2024

Mpon3BoACTBO roTOBOI
NeKapCTBeHHOW thopmbl

3A0 «Bepnun-dPapma», Poccus
248926 r. Kanyra, 2-0it ABTOMOGUMbHbBIf npoesa, Aa. 5

MepeuyHan ynakoska

3A0 «Bepnux-®apmar, Poccus
248926 r. Kanyra, 2-0it ABTOMOSUNBLHBII npoeaa, 4. 5

BropuyHas/notpeburensckasn
ynakoeka

3A0 «bepnux-®apmar, Poccus
248926 r. Kanyra, 2-oi AsToMoBUnbHLII Npoeag, 4. 5

Mpoussogurent (Boinyckatowwyuit
KOHTpONnb KavyecTsa)

3A0 «Bbepnun-®apmar, Poccus
248926 r. Kanyra, 2-04i ABTOMOBMLHbIN npoeag, 4. 5

Homep u gata perucrpaumoHHoro
YAOCTOBEpEHUA

M NO013674/01 or 13.04.2012
Dara nepeodopmnenun 30.07.2019

HaumeHoBsaHue u agpec aepxarens
PErucTpaunoHHOro yaocrosepeHus

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

HopmartusHas aokymeHTauus

HA M N013674/01-030718; Usm. Ne 1 M N013674/01-300719

HACTOALLMM QOKYMEHTOM Mbl NMOATBEP)KOQAEM:

- NPOn3BOACTBO, XpaHeHue u KOHTPONb BbIWeE

Haanexalleid NpPOW3BOACTBEHHOW NPaKTUKKU» (
3KOHOMMYeckon komuccum ot 03.11.2016 N 77
npakTukU EBpasuiickoro 3kOHOMUYECKOTo colo3ay
npenapara

- Cepua neKkapcTBEHHOro
roCyRapcTBEHHON perucrpavunm

YnonHomo4yeHHoe nuuo

Ceepenun 06 aTrectayum

Mpukas Munagpaea Poccuu Ne 230
ot 19.03.2021

Anekceesa C.M.

«06 yrBepxaeHun MNpaeun-ya

COOTBETCTBYET npu

' AaVeTs . l DS 2027
N\, VAYECTBA £

YKa3aHHOW Cepuu roToBOi NPOAYKUMM OCYLIECTBNEHbI B
COOTBETCTBMM C TpeGoBaHUAMM npukasa MuHnpomTopra Poccuu ot 14 mioHs 2013 r. N 916 «Mpasuna
B peA. ot 18.12.2015) u pewenus Coseta Espasuiickoit
exallei Npou3BoACTBEHHOM

Crpanuua 1 u3 1

OMPH: 102773958196¢
MHH: 7714033558
KMn: 402901001

3A0 «bepnuH-dapman, 248926, r. Kanyra, 2-ih ABTomoGunbHbIR npoeag, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, ¢hakc: +7 (4842) 909-501




W BEPI/IUH-®APMA
- MEHAPHHH

NACNOPT N2 190 -~ 2022

HaumeHoBanue

Cuocbopﬁ 850, TaGneTku, nokpLITLIE NNEHOYHON! 060n104K0#H, 850 Mr
(koHTYpHas sveikoBas ynakoska (6nucrep)) 15x4 (nauka KapTOHHaRA)

Konuyectso notpe6.
Homep cepuu 0420222 YNaKoBOK B Cepui 8183
[ara usrotosnenus 12.2021 lonex po 12.2024

lpon3BOACTBO FOTOBOI NEKAPCTBEHHOI dopmbi

3A0 «Bepnun-dapmar, Poccus

MepeuyHas ynakoska

3A0 «Bepnun-dapmas», Poccus

BropuuHas / notpeburensckas ynakoeka

3AO «bepnun-®apma», Poccun

MpoussopuTtent (Bsinyckaiowmi KOHTpONb KayecTea)

3A0 «Bepnun-dapmay, Poccus

AHanua BLINONHEH Mo

HA 1M N013674/01-030718; Usm.

11 N013674/01-300719

Mpw Temnepatype He Bbiwe Aata  npoeegeHus
Ycnosus xpaHenus P 28.02.2022 - 11.03.2022
CNOBWSA XpaHeHu 25 °C aEnNgS 8.02.2022 - 11.03.20
MokazaTenu HopMbi PeaynbTtarbl
Mpogonrosatsie TabneTkn Genoro Mpogonrosarsie Tabnetku Genoro UBaTA, NOKPLITHIE NNEHOY-
Onucanue LBEeTa, NOKPLITLIe NNeHouHoR o6onoy- | Hol o6onoudkoi ¢ ABYCTOPOHHEW pUCKOR
KO# C ABYCTOPOHHEH PUCKO.
Bpemsa yaepxnsanus OCHOBHOIO nuka Bpema yaepxuBaHna oCHOBHOTG NUKa Ha Xpomarorpamme
Ha XpoMaTorpamme WUCMLITYEMOro UCNLITYEMOro pacTeopa COOTBETCTBYET BpeMEHM YABpKHEa-
T, pacTsopa AOMKHO COOTBETCTBOBATL HUA OCHOBHOTO NKKa Ha XPOMATOrpaMMe CTaHAaPTHOD pac-

BpeMeH# yaepXHBaHUA OCHOBHOMO
NUKa Ha XpoMaTorpamMMe CTaHZapTHO-
rc pacTeopa meTgopmuHa,

TBOpa MeTgopMUHa

Cpeaxss macca:

0.950r+5 % (0,903 - 0,998 r). 0937r
OAHOPOAHOCTL MACCh 18/20 He Gonee + 5 %; Or-1%a0+1%

2/20 He Gonee + 10 % -

OT paccunTaHHOW cpesHel Macchl
Pacnagaemocts He Gonee 30 mMuH 12 MuH

He menee 80 % (Q) yepea 30 MuH. oT
Pacraopenue 38ABMEHHOro COAEPXaHNA, 99%

lMpumece A (Uuaroryanugun) - He 0,01 %

Gonee 0,02 %;

TlioGan egunuunas HenaeHTudypo- | < 0,05 %
Poacraerisie npumeck BaHHan Npumecs — e Gonee 0,1 %:;

Cymma HeuaeHTUNLMPOBaHHbIX < 0,05 %

npumeceit — He Gonee 0,3 %,

MapameTp npuemnemocTs Ans 10
©AWHHL 403MpoBaHuA S 15,0,

1,4 (ana 10 egunny)

OanHopoaHocTb NapameTp npuemnemocTyn ans 30 -
AO3UPOBaHNA SAWHUY Ao3upoBaHnA S 15,0, W WK
OAHA U3 BAMHUL AO3UPOBAHUA He
meHee 0,75M u He Gonee 1,25M.
MukpoGuonoruieckan Kareropus 3A: Kateropus 3A:
JHCTOTA:
- O6wee vyncno aspobineix He Gonee 10° KOEg 11 {mn) <10 KOE B 1 r (Mn)
MWKPOOPraHMamoB
- Obuwee uncno gposoxe- He Gonee 10°KOEB 1+ {mn) <10 KOE B 1 r (Mn)

BbIX W nnecHessix rpubos
- Escherichia coll

orcyrcteue B 1 r (mn)

Otcyrerayer 8 1 r (mn)

KonuuecTteexHoe
onpeaenexue

Ot 807,5 Mr go 892,5 mr MeTdhopMiuHa
rmapoxnopuaa B tabnertke

(95 % — 105 % or aaneneHHoro co-
ASpPXaHUR),

858,6 mr

(101 %)

Crpanuua 1 3 3

3AO «bepnuH-dapmar, 248926, r. Kanyra, 2-it ABTOMOGWbHbIA npoesg, a. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten: +7 (4842) 909-500, dhakc: +7 (4842) 909-501

OrPH:

WHH:
Knn:

1027739581968
7714033558
402901001



BEPJINH-®APMA
MEHAPUHU

MACNOPT Ne 190 - 2022

(‘.modmpE 850, TaGneTkM, NOKPbITLIE NNEHOYHOIH 06ONOYKON, 850 Mr

HaumeHosarue (koHTYpHas AveiikoBan ynakoska (6nucrep)) 15x4 (nauka kapToHHas)

0420222 Konuuyecrso notpe6. 8183

Homep cepuu yNaKkoBOK B cepum

[ara usrotoBnexus 12.2021 lonex po 12.2024
lpou3BoACTBO rOTOBO NEKapCTEEHHOH (hopMbI 3AO «bepnun-dapma», Poccus
MepBuuHan ynakoeka 3A0 «bepnun-®apman», Poccus
BropuuHas / notpebutensckan ynakoska 3A0 «Bepnun-dbapmar», Poccus
MpounssoguTens (Beinyckaiowmii KOHTpons Kadecrea) 3A0 «Bepnun-dapman», Poccus

AHanus BLINOMHEH MO HA N N013674/01-030718; Wam.1 N NO13674/01-300719

Mpu TemnepaTtype He Bbile data npoeegeHus »
Ycnosusa xpaHeHWs 25 °¢ abiarBa 28.02.2022 - 11.03.2022

MokaszaTtenu Hopmbi Pe3synbTathbl

Mo 15 Tabnetok B koHTYpHylo Aveitko- | Mo 15 TaBnetok & KoHTYpHylO fiYeiikoBYI0 Ynakosky (Bnucrep)
BYKQ ynakosky (Gnwctep) us [BX- | w3 MBX-nnenku no FOCTy 25250-88 unu dbupms! «Blicare
nnewkn no OCTy 25250-88 wnu | Research GmbH», Mepmaus i anioMuHnesoi donsru no
¢upmbl «Bilcare Research GmbH», | FOCTy 745-2014 unu chnpmer «SCHULZ FLEXGROUP

Fepmanua n aniomuHUeson gosbru no | GmbHx, MepMaHms;

Ynakoeka rOCTy 745-2014 wnn  dumpme | Mo 4 6nucTepa ¢ MHCTPYKUWEH no NPUMEHEHWIO B KaPTOHHOM
«SCHULZ FLEXGROUP GmbHb», | nauxe no FOCTy 33781-2016
FepmaHus;

Mo 4 Bnucrepa c nHCTPYKUMeit no
NPUMEHEHUIO B KAPTOHHOA na4ke no
FOCTy 33781-2016.

Ha 6nucrepe Ha pycckom sabike | Ha 6nucrepe NPUCYTCTRYET HaaANWUCh:

YKa3LIBaloT:
> noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (va natu-
HUue)
> 'ropr%aoe HaMMeHoBaHWe npena- | TOprosoe HaumeHosaHue npenapara ®
para
> MexAyHapoAHOe HEenaTeHTOBaH- | MEXAYHAPOAHOE HENAaTEHTOBAHHOE HAMMEHOBaHIE
HOE HaWMEeHOBaHWe
> AO3NPOBKY A03upoBKa
»  HoMmep cepuu 0420222
»  «rogeH fgo..» (3 roga ¢ garel | 12.2024
W3rOTOBNEHMUS)
Mpumeuanue: Ha npon3soacTeeHHyo | MpumevaHwe: Ha NPOU3BOACTBEHHYIO YNaKOBKY
YNaKoBKy MOTYT HAHOCHTLCA!
> HEeBWAWMbIE 3HAKW 3aLWTLl HaHeCceHbl HeBWAUMbIe 3HAKW 3aLYUTLI
Mapkvpoexa Ha kaproHHoi nauke Ha pycckoM | Ha KapTOHHOI navke NPUCYTCTBYOT HAANKCH:
A3LIKE YKA3bIBAKIT
»  HaumeHoBaHue upMbi- | HauMEHoBaHWe PUPMLI-NPOMIBOANTENA, CTPaHa
NPOU3IBOANTENA, CTPAHY
»  HaumeHoBawue CUpMbI, oOCy- | -
WeCTBNALLEA  BbINYCKAOLWA
KOHTpONb kadecTea (B cnyvae
OTRYMA or hpmbi-
NpPOU3BOANTENA), CTPaHY
»  norotun «BERLIN- | nororun «BERLIN-CHEMIE/MENARINI» (Ha naTunuue)
CHEMIE/MENARINI» (Ha natu-
HuLe)
»  TOproBoe HaMMeHOBaHWe npena- | TOProBOe HaumeHoBaHWe npenapata ®
para®
> MeXAYyHapOAHOR HENaTeHTOBaH- | MEXAYHAPOAHOE HENATEHTOBAHHOE HaWMEHOBaHWe
HOE HauMeHoBaHue
> A03UpPOBKY A03UpoBKa
> NeKapcTeeHHYI0 hopmy fNlekapcTeeHHan opma
Ctpanuya 2 us 3
3AO «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABTOMOGUNbHBIA Npoesd, A. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WMHH: 7714033558

Ten.: +7 (4842) 8909-500, cpakc: +7 (4842) 909-501 KNN: 402901001




M BEP/IMH-®APMA
. MEHAPUHMU

MACTIOPT Ne 190 - 2022

Cuodrop® 850, TabneTku, NOKpLITLIE NNEHOYHOMN oBonoukoii, 850 mr
Haumerosanve (kOHTYpHan AvelkoBas ynakoska (6nuctep)) 15x4 (nauka KapTOHHas)
Homep cepuu 0420222 Konusectso notpeb. | g 4o
yNakoBOK B cepum
[ara usroroenenus 12.2021 Fogex no 12.2024

MpoussoacTBO roToBOM NEKapCTBEHHOI topMmbl

3AO «bepnux-dapma», Poccus

MNepBuyHan ynakoska

3A0 «Bepnux-®apmar», Poccua

BropuyHas / notpeGutensckas ynakoska

3A0 «BepnuH-dapmar», Pocons

Mpoussoautens (Beinyckarowwuit KOHTpPONb KayecTsa)

3A0 «BepnuH-dapma», Poccus

AHanu3 BbiNONHEH No HO 1M N013674/01-030718; Wam.1 1N NO13674/01-300719
Mpw TeMmneparype He Bbille Hara npoeeaeHus
0B HU .02.2022 - 11.03.2022
Ycnosun xpaHeHus 25 °¢ s 28.02.20 1.03.20
Mokasarenu HopMbi PesynbTaThi
> KONW4eCcTBO TalneTok B ynakoske | KONWYecTBO TabneTok 8 ynakoske
¥ cnocob npumeHeHus cnocob npumeHeHus
> copepxaHue aelicTeyiowero CoAepxaHue AeACTBYIOLLEro BelecTea B 04HON TabneTke
BelecTea e oAHol Tabnetke
> YCNOBUA XpaHeHusn YCNOBUA XpaHeHUA
» «CobniogaTs uHCTpyIamio no «CobnioaaTs MHCTPYKUMIO NO NPUMEHEHMIO npenapara, KoTo-
NPUMEHEHWIO Npenapara, koTo- Pas HaxoAMTCA BHYTPH YNakoBKu»
Pan HAXOAUTCH BHYTPMU ynakop-
Ku»
>  «llekapcTBEHHOE CPEACTBO Xpa- «/1eKapCTBEHHOS CPEACTBO XPaHNTL B HEAOCTYNHOM ANA Ae-
HUTB B HBAOCTYNHOM ANK gaTeil Tel mecrel»
mecrely
> «MepopaneHoe nporusoaunate- «llepopanbHoe npoTnsoauabeTHyeckoe CPeACTBO»
TH4ECKOe CPeACTBOY
> ycnosus oTnycka yCnoBUAa oTnycka
> HOMEp cepun 0420222
»  JaTy U3roToBNeHus 12.2021
» «rOAEH A0...» 12.2024
» WITPUX-KOA LUTPHX-KOA
»  HOMEp perucTpaumMoHHOro yao- HOMEp PerncTpauuoHHOro YAOCTOREPEHUR
CTOBEPEHUR
MpuMevanKe: Ha NPON3BOACTREHHYIO Mpumeyanne: Ha NPON3BOACTBEHHYIO YRakoBKy
YNaKoBKY MOTYT HAHOCHTLCA:
»  HeBHAMMbBIE 3HAKW 3aLUMUTLI HaHeCceHbl HEBUAUMBIE 3HaKW 3aLLUTHI
> MPON3BOACTBEHHBLIE KOAL! HaHeCeHb! NPON3BOACTBEHHbI@ KOAL!
> 3THKeTKA KOHTpONA NepBoro HE HaHeceHa ITUKeTKA KOHTPONA NEPBOrD BCKPLITUS
BCKPLITUA
> CPeACTea UABHTUUKALMK CH- HaHeCeHbl CPEACTBA WABHTUDUKALNN CUCTEMBI MOHUTOPHUHIA
CTembl MOHUTOPUHIA ABUXEHUA ABIWKEHUA NEKAPCTBEHHBIX NPenaparTos
NeKapcTBeHHLIX npenapaTos
Cpok rogHocTH 3roga 3ropa

3aKnioyeHWe: COOTBETCTBYe
Wam. Ne1 M NO

HavanbHuk OKK

11 03, 20U

(naTa)

Crpanuua 3 ua 3

3AO «BepnuH-Gapmar, 248926, r. Kanyra,
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, hakc: +7 (4842) 909-501

- ABTOMOBUNBHLIA Npoeas, A. 5

OrPH: 1027739581968
UHH: 7714033558
KMNn: 402901001




