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NOATBEPXXOEHUE COOTBETCTBUA

Ne 308 — 2022
Toprosoe HauMeHoBaHue Cuodpop® 850
HTOBaHHOE
MeXayHapOAHOE HenaTeHTos, M sGER
HaumeHoBaHue
TaBneTky, NOKPbITbIE NNEHOYHON 0G0MOUKOH, 850 mr
Yopus minycie (KOHTYpHas s4elikoBas ynakoska (6nucTep)) 15x4 (nayka kapTOHHAA)
Homep cepuu 0770422
Konu4ecTBo nNoTpebuTenbekux 8154
yNaKoBOK B CEpUn
[ata uarorosneHus 28.02.2022
CpoK rogHOCTH 28.02.2025

Mpon3soACTBO roTOBOM
nekapcTBeHHoW opMbl

3A0 «Bepnus-dapmar, Poccus
248926 r. Kanyra, 2-oi ABToMoGWNbHbIA Npoess, A. 5

MepBuYHasn ynakoska

3A0 «bepnun-®apmar, Poccus
248926 r. Kanyra, 2-oit AsTomoGunbHbIi npoea, A. 5

BropuuHasa/notpeburenbekas
ynakoBka

3A0 «Bepnuu-®apmar, Poccus
248926 r. Kanyra, 2-oi AsToMoBUnbHsi npoesa, A. 5

MpoussoanTens (BbimyckatoLLuit
KOHTPONb KauecTsa)

3A0 «Bepnun-®apmar, Poccua
248926 r. Kanyra, 2-oi ABTOMODWIbHLIA NPOe3A, 4. 5

Homep u gaTta perncTpalynoHHoro
YyAOCTOBEPEHWA

N N013674/01 ot 13.04.2012
Data nepeodopmnetus 30.07.2019

HauwmeHoBaHue 1 agpec gepxarens
perucTpaunoHHOro yA0CTOBEPEHUA

BepnuH-Xemu Al, lepmarug,
Glienicker Weg 125, 12489, Berlin, Germany

HopmarusHan AoKyMeHTaums

HO N N013674/01-030718; WNam. Ne 1Tl N013674/01-300719

HACTOSLUMM JOKYMEHTOM Mbl NOATBEPXOAEM:

YnonHoMo4eHHoe nuuo

CeeaeHun 0b arvecTayum

MNpukas Munsgpasa Poccuu Ne 230 \2
oT 19.03.2021

NPOW3BOACTBO, XPaHEHWE W KOHTPOMb BbileykasaHHOW Cepun roToBO# NPOAYKUWM OCYLLECTBNEHbl B
cooTeeTCTBIM ¢ TpeGosaHusMM npukasa MuHnpomTopra Poccun o1 14 wioust 2013 r. N 916 «[pasuna
Hapnexalleit NPOV3BOACTBEHHOW npakTuku» (8 ped. OT 18.12.2015) n pelwennn CoseTa Espaauiickoi
SKOHOMMYECKON Komuccum ot 03.11.2016 N 77 «O6 yTeepiaeHun Mpasun Hagnexatyen NpOV3BOACTBEHHOM
npakTukym EBpasunitckoro a3KOHOMMUYECKOro Colosar

cepws  NEeKapCcTBEHHOro  npenapara
rocypapCTBEHHOW perncrpauuv
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3A0 «Bepnun-dapmar, 248926, r. Kanyra, 2-# ABTOMGOUNLHEIA npoeas. A. 5

OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, dpakc: +7 (4842) 809-501 Krre. 402901001
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MACTOPT Ne 308 — 2022

Cuodop® 850, TabneTku, NOKPbITbIe nnexHoYHow oB6onoukon, 850 mr

Haumerosarue (KoHTypHas siueitkoBas ynakoska (6nuctep)) 15x4 (nauka KapTOHHas)
Konwyecteo notped.

Homep cepuu 0770422 JNAKOBOK B Cepui 8 154

[laTa narotosneHus 28.02.2022 lFopeH Ao 28.02.2025

Mpou3BOACTBO rOTOBOH nekapcTBeHHOU hopMbl

3A0 «Bepnun-Papmar, Poccun

MepeuyHan ynakoska

3A0 «Bepnun-®apmax, Poccus

BropuyHas / notpebutensckas ynakoska

3A0 «BepnuH-Gapmay, Poccus

MpownasoguTens (BoinycKarolwui KOHTPONbL KayecTsa)

3A0 «Bepnux-®apma», Poccus

AHanu3 BbINOHEH Nno

HAO M N013674/01-030718; Wam.

1 1 N013674/01-300718

Ycnosua xpaHeHns Tiphs TeanepaTypea He BRELD Aata  NpOBEAGHVA | gg 04 2022 - 14.04.2022
25°C aHanusa
MokazaTenwu Hopmbi Pesynbrarbl

MpoponrosaTtbie TabneTku Genoro Mpoponrosatele TabneTku Genoro LBETa, NoKpLITLIS nAeHoN-
OnwucaHue LBETA, NOKPLITbIE NAEHOYHOA 06oN04- HOi 0BONOYKOA € ABYCTOPCHHER DUCKOH

KOii € ABYCTOPOHHE PUCKOM.

Bpems YAEpXKWBaAHWA OCHOBHOIO NUKa Bpems yAEPXKUBARKA OCHOBHOTO NUK3 HA XpOMaTorpamme

Ha XPOMaTOrpamme UCTbITyeMoro WCMLITYEMOro pacTBopa COOTBETCTBYET BPEMEHMU YABPKNBAE-
1T —— pacTaopa AOMKHO COOTBETCTEOoBATL HWA OCHOBHOTO NUKA Ha XpoMaTtorpamMme CTaHAapTHOro pac-

BPEMEHU YAEPXUBAHWSA OCHOBHOID
n¥Ka Ha XpoOMaTorpamMme CTaHAapTHO-
ro pacreopa metopmuHa.

TeOpa MeTdiopmuHa

OfHOPOAHOCTL MacChl

Cpeanssa macca:
0,950r+5% (0,903-0,998r).

18/20 He Gonee =5 %,;

2/20 ve Gonee £ 10 %
0T paccuMTaHHON cpeaHeil Maccol

0,936
Or-2%p0+1%

PacnajaemocTe He Gonee 30 muH 20 muH
He meree 80 % (Q) uepes 30 MuH. oT 5
e i 3aABNEHHOrO CoAEPKAHUA, 98 %
Tpumeck A (UuaHoryaHnaux) - He <0,02%
Gonee 0,02 %,
NioBas eguHudHan HenaesTudguumupo- | <0,05 %
Poacteettibie npumeck paHHan npuMech — He Gonee 0,1 %;
Cymma HeuAEHTUGNLKPOBAHHDBIX < 0,05 %

npumecein — He Sonee 0,3 %.

MapameTp npuemnemocty gns 10
eauHUY AoaupoBanua < 15,0.

4,6 (ana 10 epuHul)

OpHOpPOAHOCTE MapameTp npuemnemocty Ana 30 -
A0O3MPOBAHNA eanHul foanposanua S 16,0, v Hu
OAHA M3 eAMHUL J03UPOBAHKA He
mexee 0,75M u He Gonee 1,25M.
MukpoBuonorudeckan Kateropus 3A: Kateropusa 3A.
yucToTa:
- OBuwee wucno aspobHuix | He Gonee 10° KOE 8 1 1 (Mn) <10 KOE B 11 {Mn)
MUKPOOPTaHU3mMoB
—  OBLee YNCno APONOKe- He Gonee 10° KOE B 1 (Mn) <10 KOE B 1r(Mn)

BbIX ¥ NAeCHeBbIX rpubos
~  Escherichia coli

orcyrcTaue B 1 (mn)

OreyversyeT 8 11 (M)

KonuvecTtseHHoe
onpejenexue

Ot 807,5 mr fo 892,5 mr meTgopmuta

ruapoxIopuaa B TabneTtke

(95 % — 105 % OT 3aRBNEHHOIO CO-
LEepPKaAHWA).

8214 mr

(97 %)
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3A0 «Bepnun-Gapmar, 248926, r. Kanyra, 2-i1 ABTOMODUMLHBIM NPOE3A, A. 5

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

OrPH:; 1027739581968
MHH: 7714033558
Knn: 402901001




BEPJINH-OAPMA
MEHAPUHHA

MACMOPT Ne 308 — 2022

Cuodrop® 850, TabneTku, NOKPLITLIE NIEHOYHON 060N0YKOM, 850 Mr

Haumerosahue (KOHTYpHan AveikoBas ynakoska (6nucrep)) 15x4 (nauka kapToHHas)
KonuyectBo notpeb.

Homep cepun 0770422 yNAKOBOK 8 CepHM 8 154

[ara narotosnexns 28.02.2022 FopeH 4o 28.02.2025

Mpon3BOACTBO rOTOBOW NEeKapCTBEHHON GopMbl

3A0 «bepnux-Gapmar, Poccua

ﬂepsnu#aﬂ ynaxkoeka

3A0 «bepnun-dapmar, Poccus

BropudHas / notpebuTtenbckas ynakoska

3A0 «bepnun-bapman», Poccns

MNpoussoauTens (BeinyckaroLLWiA KOHTPONL KaYecTsa)

3A0 «bepnux-®apmay, Poccus

AHanus BbINONHEH no

HAO M N013674/01-030718; Uam.

1 M N013674/01-300719

bille
YCroBus XpaHeHus I TENRCH R0 & fara  nposeneHus | og 04,2022 — 14.04.2022
25°C aHanusa
Moxaszaren#u Hopmbli PesynbTarshi
Mo 15 TabneTok 8 KOKTYpHYIO Aueiko- | 110 15 TaBNeTok 8 KOHTYPHYKO AYBIKOBYIO YNAKOBKY (Bnucrep)
Byw ynakosky (Bnuctep) w3 [BX- | v3 NBX-nnexku no FTOCTy 25250-88 unn upmbl «Blicare
nnewku no [OCTy 25250-88 wnu | Research GmbH», Mepmanus u anioMUHUeBol onbru no
dupmMbl «Bilcare Research GmbH», rOCTy 745-2014 wnu dvipmbl «SCHULZ FLEXGROUP
TepmaHus 1 anioMuHnesoi donbrv no | GmbH», Mepmanus;
YnaKoska rOCTy 745-2014 wnu  chupmsl | T0 4 GnncTepa ¢ WHCTPYKLIMEH NO NPUMEHEHMIO B KAPTOHHOM
«SCHULZ FLEXGROUP GmbH», | nauxe no FOCTy 33781-2016
lepmaHus;,
Mo 4 Gnuctepa ¢ MHCTPYKUMER No
NPUMEHEHMIO B KAPTOHHOM nayke no
FOCTy 33781-2016.
Ha 6nucTepe Ha PYcCKOM A3bike | Ha Gnuctepe npucyTCcTBYeT Hafnuch!
yKa3bIBAIOT:
»  norotvn «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naturuue)
CHEMIE/MENARINI» (Ha natu-
HaLe)
>  TOproBoe HaMMeHoBaHWe npena- | TOproBoe HaumeHomaHue npenapata ®
para®
»  MeXayHapo4HOe HENaTEeHTOBaH- | MEXAYHAPOAHOE HENaTEeHTOBAHHOE HauMeHoBaHWe
HOe HaumeHosaHue
» AO3NPOBKY Ao3vpoeka
» HOMEp cepuu 0770422
»  «roaeH po..» (3 roga ¢ parel | 022025
W3rOTOBNEHUA)
MNpuMevanue: Ha NPOWABOACTBEHHYK | lMpWMeyaHuve: Ha NPOUIBOACTBEHHYI YNaKoBKY
YNakoBKY MOTYT HAHOCUTLCS!
> HEBUAWMBIE 3HAKM 3AWWTHI HAHECEHb! HEBUANMbIE 3HAKW 3aWWUTb
Mapkuposka Ha kapToHHOW nauke Ha pycckom | Ha KapTOHHOM nauke NPUCYTCTBYET HAAMUCH!

A3biKe YKalbiBaloT:

» HavMeHoBaHue
NpOU3BOAWTENSA, CTPaHy

» HaumeHoBaHue (upmbl, ocy-
WECTBNAIWEH  BbinyCKaowui
KOHTpONb Ka4yectea (8 cnyvae
oTAKUUA oT hupmbi-
Npon3BoOAUTENSA), CTPaHY

» noroTn «BERLIN-

CHEMIE/MENARINI» (Ha natu-

Huue)

TOProBoe HawMmeHoBaHue npena-

pata®

¥ MEeXAYHapoAHOE HENATEHTOBAH-
HOE HaumeHoBaHne

»  A03MpOBKY

» NeKkapcTBeHHyo opmy

hupmsl-

Y

HauMeHoBaKWe QUPMbI-NPOU3BOANTENR, CTPaHa

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

TOproBoe HauMeHoBaxue npenapara ®

MEXAYHapOAHOR HENATEHTOBAHHOE HauMeHOBaHWe

A03MpOBKA
nekapcreeHHas popma
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3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-# AstomobunbHbti npoess, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 809-500, thakc: +7 (4842) G09-501

OrPH: 1027739581968
WMHH: 7714033558
KNn: 402801001



BEPJINH-®APMA
MEHAPHHH

MACIMOPT Ne 308 — 2022

Cwac:mp® 850, TabneTku, NOKPLITLIE NNEeHOYHON oBonoykon, 850 mr

Haumenosatue (koHTypHan AvelikoBan ynakoska (6nucrep)) 15x4 (nauka kapToHHas)
Konuuectso notpeb.

Homep cepuu 0770422 YNAKOBOK B COPHH 8 154

[ara narorosneHus 28.02.2022 lopeH Ao 28.02.2025

MpousBoACTBO rOTOBOW NeKapcTeeHHOR hopmMbl

3A0 «bepnuH-®apmax, Poccus

MepBuyHas ynakoska

3A0 «bepnun-®apmar, Poccus

Bropuudas / notTpebutensckas ynakoska

3A0 «bepnuH-dapman, Poceus

MpoussoauTens (BbinycKalowmi KOHTPONb kKavecTsa)

3A0 «bepnux-dapmar», Poceun

AHanua BbINOMHEH no H M NO13674/01-030718; Mam.1 M N013674/01-300719
Mpv TemnepaTtype He Bbille [ata  nposeaeHua
Ycnoeus xpaHeHus 06.04.2022 - 14.04.2022
P 25°C aHanusa
Mokaszarenu Hopmbl Peaynbrathl
»  konuwuecTBo TabneTox B ynakoBke | konudecTso TaBneTok B ynakoske
»  cnocob npumeHeHuA cnocob npumMeHeHus
» COAEpKaHNE AeNCTBYIOWEro COAEPXaHWe AeicTayIoulero BelecTsa B 0AHOM TabneTke
BELLECTBa B 0AHOW TabneTke
YCNOBUWA XpPaHeHWA YCNOoBWA XpaHeHns
» «CobnioAaTs MHCTPYKUMIO NO «CobniogaTh MHCTPYKUNIO NO NPUMEHEHUID Npenapara, KoTo-
NpUMEHEHKIO Npenapara, KoTo- pas HaxoAuTCA BHYTPKW YNakoBKU»
pan HaxoAWTCA BHYTPH YNaKoB-
Kua»n
»  «llekapcTBeHHoe CpeacTso Xxpa- | «JlekapCTeeHHoe CPeACTEO XPaHUTh B HEAOCTYNHOM ANA Ae-
HUTb B HELOCTYNHOM ANRA geTein Ten Mectel»
mecrel»
¥  «llepopanbHoe npotusosmabe- «[lepopansHoe NPOTUBOAKabEeTHYECKOE CPERCTBON
TUYECKOE CPEACTBOY
> YCNoBUA oTnycka YCNOoBUA OTAYCKA
»  HOMEP CEpWM 0770422
»  AaTy U3roTOBNEHUA 022022
» «rogeH J40...» 022025
» LLITPHX-KOA LWTPUX-KoA
»  HOMEp PerucTpaLoHHOro YAO- HOMED PEriCTPaLOHHOIO YAOCTOBEPEHUA
CTOBEPEHUA
FMpumeyaHue: Ha NPOU3BOACTBEHHYIO MpumMmeyHaHue: Ha NPON3IBOACTBEHHYIO YNaKOBKY
YNakoBKy MOTYT HAHOCUTHCA!
> HEBULNMbIE 3HaKK 3aLLnTbI HaHeCeHbl HEBUAWMbIE 3HAKW 3alUNTbl
NPOU3BOACTBEHHBIE KOALI HaHeCeHb NPON3BOACTBEHHbBIE KO bl
> 3TUKETKa KOHTPONS Nepsoro HE HaHeceHa 3TUKEeTKa KOHTPONA NepBOoro BCKPLITUA
BCKPBITUR
»  cpeAcTba MaeHTMcbuKaumMm cu- HaHeCeHbl CPEACTBA UAEHTUMMKALMA CUCTEMBI MOHUTOPUHIE
CTEMbl MOHUTOPUHTA ABUKEHUA ABWKEHUA NEKapPCTBEHHBIX NPEnapaTos
NeKapcTBEHHbIX npenaparos
CpoK rogHoCTH 3ro 3roaa
W i
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3aknioyeHune: COOTR ‘mye'r TpeboBayunam HI N N013674/01-030718;
M:m/ n N013674IG1.;% 719 no Bcem nokasarTenam.
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3A0 «BepnuH-Papman, 2489257}. Kanyra, 2-# AsToMoBuncHbii npoesa, 4. 5

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

OFPH: 1027739581968
WHH, 7714033558
KIMr: 402901001



