BEPJ/INH-®APMA
MEHAPHUHN

NOATBEPXAEHUE COOTBETCTBUA

Ne 225 - 2022
Toprosoe HauMeHoBaHHe Cuodrop® 850
MexayHapoaHoe HenaTeHToBaHHoe MeTchopmuk

HanMeHoBaHune

dopma Bbinycka

TabneTku, NOKpLITLIE NNEHOUHOR 06004k, 850 Mr
(KoHTYpHas sueiikosan ynakoska (Bnuctep)) 15x4 (nauka KapToHHan)

Homep cepum 0650322
KonuuecTtso noTpe6uTensckux 8171
YNakoBOK B cepuu

[ara narotonenus 02.2022
Cpok rogHoCTH 02.2025

MpouseoacTeo roTosol
NeKkapcTBeHHOW G opMbl

3AO «bepnux-®apma», Poccus
248926 r. Kanyra, 2-oit ABToMoBunbHbLIN Npoesg, 4. 5

MepBu4Han ynakoska

3A0 «Bepnun-dapmar, Poccus
248926 r. Kanyra, 2-0it ABToMoGUNLHLA Npoeaa, 4. 5

BropuyHas/notpebutensckas
ynaxkoska

3A0 «bepnunH-dapmar, Poccus
248926 r. Kanyra, 2-oit ABTOMOBUNLHBLIA Npoeaa, A. 5

Mpoussogurens (Buinyckaowmii
KOHTPO/1b Ka4yecTsa)

3A0 «Bepnun-dapma», Poccus
248926 r. Kanyra, 2-0t1 ABTOMOBUABHBIN npoesa, a4. 5

Homep u para perucrpaunoHHoro
YAOCTOBEPEHUA

M NO13674/01 ot 13.04.2012
Oara nepeodopmnenus 30.07.2019

HaumeHoBaHue u agpec gepxarens
PErUCTPaLMOHHOTO YAOCTOBEPEHNS

bepnux-Xemu AT, Mepmanus,
Glienicker Weg 125, 12489, Berlin, Germany

Hopmatnexan gokymeHTayvs

HA N N013674/01-030718; Mam. Ne 1 1N N013674/01-300719

HACTOALLUM OOKYMEHTOM Mbl NOATBEPXOAEM:

- TMPOW3BOACTBO, XpPaHEHWE W KOHTPOMb BbILLEYKA3AHHOW CEepUM roTOBOA NPOAYKLMM OCYLLECTBNEHb B
pomropra Poccuu ot 14 wions 2013 r. N 916 «Mpasuna
(8 pea. or 18.12.2015) u peweHus Cosera Espasuiickoit
yreepxaeHuu MNMpasun Haanexaluei NPoOM3sOaCTBEHHOM

COOTBETCTBUM ¢ TpeGoBaHWUAMK Npukasa MuHn
Haanexalleid NPOMSBOACTBEHHOA NPaKTUKU»
3KOHOMUYecKoih komuccum ot 03.11.2016 N 77 «O6
NpakTuky EBpasuitckoro a3KOHOMMYECKOro CoK3an

- Cepua neKkapCTBEHHOrO npenapara YCTaHOBMEHHbIM  npu
roCyAapCcTBEeHHOW perucTpaumnm

YnonHomoueHHoe nuuo  Anekceesa @ 18 03, 20

Ceeaennn 08 atrectayvmn 4

Mpwukas Muxsgpaea Poccuu Ne 230
or 19.03.2021

Aata

3A0 «bepnun-dapmar, 248926, r. Kanyra, 2-%?67«?5%&,&4&& npoesn, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

WHH:
Knn:

7714033558
402901001
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BEPJINH-®APMA
MEHAPHUHU

NACMOPT Ne 225 - 2022

Cuodop® 850, TaGneTku, NOKPLITEIE NNeHOYHOM obonoykon, 850 mr

Haumerosarne (koHTypHas AvelikoBas ynakoska (6nucrep)) 15x4 (nauxa KapTOHHasn)
Konuuectso notpeb.

Homep cepuu 0650322 YNaKoBOK B Cepui 8171

fata narotosnexus 02.2022 lopex no 02.2025

lMpor3asoacTBO roTOBOIM NEKapCTBEHHOM hopMbl

3A0 «Bepnux-dbapma», Poccus

MepsuyHas ynakoeka

3A0 «bepnui-dapmar, Poccus

BropuuHas / noTpeburensckas ynakoska

3A0 «Bepnun-®apma», Poccus

Mpoussogurens (BbinyckaroLyuii KOHTPOMb KayecTsa)

3A0 «BepnuH-dapmas, Poccus

AHanws BbINONHEH No

HA N N013674/01-030718; Uam.

1 M N013674/01-300719

Mpw TeMmneparype He Bbille Oara nposefeHUuA
] .03.2022 - 16.03.2022
YCnoBus xpaHeHu 25 °C plsu il 09.03 6
Mokasarenu Hopmbi Pesynbrarhl
Mpoaonrosarbie Ta6neTkn Genoro MNpoponrosatsie TabneTku 6enoro ugera, NOKPbITHIE NNEHOU-
Onucatue useTa, NOKPLITEIE NNEHOUHOK 06onoy- | Hoil oBonoukoil ¢ ABYCTOPOHHEH PUCKOW
KO C ABYCTOPOHHE! PUCKo#.
Bpems yaepuBaHWA 0CHOBHOTO Nnnka Bpemsn yaepx1BaHna OCHOBHOrO Nuka Ha Xpomarorpamme
Ha XpOMAaTorpamme UCNLITYEMOro UCTILITYEMOrO pacTBOpa COOTBETCTBYET BPEMEHI YASPHUBA-
T pacTeopa 40MKHO COOTBETCTBOBATD HUA OCHOBHOTO NUKa Ha XPOMATOrPaMMe CTaHAAPTHOO pac-

BpeMeHW YAEPKWBAHWA OCHOBHOIO
NiKa Ha xpoMarorpamme CTaHAapTHO-
0 pacTeopa MeThopMUHa.

TBOpa MeT¢opMUHa

OaHopogHocTe Maces

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

18/20 He Gonee + 5 %;

2/20 He Gonee £ 10 %
OT PaccYUTaHHOH cpegHeil Macchl

0,940r
Or-2%a0+1%

Pacnapaemocts He Gonee 30 mMun 14 MuH
He menee 80 % (Q) yepes 30 MuH. oT
Pacrsopenne 335BNIEHHOrO COABPKaHUA. 99 %
Mpumecs A (UuaHoryaHUARH) - He <0,02%
Gonee 0,02 %;
Nio6an egnHniHan HeugeHTHUUMPO- | < 0,05 %
PoacTaetisie npumecy BaHHan npumech — e Gonee 0,1 %:
CymMa HeUaGHTUULMPOBAHHBIX <0,05%
npumeceit - He Gonee 0,3 %.
Mapametp npuemnemoctu ansa 10 2,0 (ana 10 eanHny)
eAuHVLY Ao3upoBaHmnA < 15,0.
OaHopoaHocTe MapameTtp npuemnemocty ans 30 -
AO3NPOBAHMA €AUHUL A03UPOBaHUA S 15,0, U HU
OAHA U3 SAUHUL AO3KWPOBAHMA He
meHee 0,75M n He Bonee 1,25M.
Mukpobuonoruveckas Kareropus 3A; Kaveropus 3A:
ynerora:
- Obuwee yncno aapobHeix e Gonee 10°KOE& 1r (mn) <10KOE B 1r (Mn)
MWKPOOPraHuamMos
- Ofwee Y1cno Aparoke- e Gonee 10° KOE 8 1 r (mn) <10KOE & 1 r(mn)

BbiX W NNecHeBbIX rpubos
— Escherichia coli

oTeyTeTBKe B 1 r (mn)

Orcytcreyet B 1 1 (Mn)

Ot 807,5 Mr o 892,5 Mr meTchopmuna | 838,9 mr
KonuuecrsexHoe rmapoxnopupa B Tabnetke
onpeaenexue (95 % ~ 105 % ot 3anBAEHHOrO CO- (99 %)

AGpKaHus).

CrpaHuua 1 w3 3

OrPH: 1027739581968
WHH: 7714033558
KMr: 402901001

3A0 «bepnuH-dapmar, 248926, r. Kanyra, 2-i# ABTOMOBUNbHbIN npoean, a. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chaxkc: +7 (4842) 909-501




BEPJINH-®APMA
MEHAPUHHA

NACMOPT Ne 225 - 2022

Cl-locbomi 850, TabnieTku, NOKpLITLIE NNEHOYHON 06ONOYKON, 850 Mr

HaumerosaHue (xoHTypHan AveitkoBan ynakoBka (6nucTep)) 15x4 (nauxa KapToHHas)
Konuyecteo notpeb.

Homep cepuu 0650322 yNaKoBOK B CepHy 8171

[ata usrotoenenus 02.2022 FogeH go 02.2025

MpouaeoacTBO roToBOWH NEKapCTBEHHO hopMbl

3A0 «Bepnux-Papmar, Poccus

MepsuyHas ynakoska

3A0 «BepnuH-dapmar», Poccus

BropuuHas / notpebutensckan ynakoska

3A0 «Bepnun-dapmar, Poccus

MpoussoguTens (Beinyckaiowmii KOHTPonb Kayecrsa)

3A0 «Bepnun-dapma», Poccus

AHanus BbINONHeH No

HA M N013674/01-030718; WU3m.

11 N013674/01-300719

Ycnosua xpaHeHuna

Mpu Temnepatype He Bbilwe
25°C

lata  npoeegeHus

AN 09.03.2022 - 16.03.2022

MokasaTtenu Hopmbli PeszynuTathl
Mo 15 TabneTok B KOHTYpHYKO Aueiliko- | Mo 15 TaBneTOK B KOHTYPHYIO AYeiKkoBYI0 ynakosky (Gnuctep)
Bylo ynakosky (Gnuctep) w3 MEBX- | w3 MNBX-nneku no FOCTy 25250-88 unu cupmel «Blicare
nnexkn no [OCTy 25250-88 wunu | Research GmbH», Fepmanus n anoMuHnesoil conbm no
tupmel «Bilcare Research GmbH», | FOCTy 745-2014 unu dupmi «SCHULZ FLEXGROUP
lepmanus  aniomuHuesoi donbru no | GmbH», Mepmanus;
Ynaxoska FOCTy 745-2014 wnu  cbupmel | Mo 4 Bnucrepa ¢ MHCTPYKUMEN no NPUMEHEHUIO B KAPTOHHOM
«SCHULZ FLEXGROUP GmbH», | nauke no FOCTy 33781-2016
Fepmatus;
Mo 4 6nucrepa ¢ MHCTPYKUME no
NPUMEHEHWIO B KAPTOHHOW nayke no
FOCTy 33781-20186.
Ha Gnucrepe Ha pycckom nsuike | Ha 6nucrepe MPHCYTCTBYOT HaONUCh:
YKa3biBaWT;
»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuhuLe)
CHEMIE/MENARINI» (Ha natw-
HiLe)
» TOProBo@ HanMeHoBaHWe npena- | TOProsoe HauMeHoBaHue npenapata ®
para
»  MeXIYHEpOAHOE HEeNaTeHTOBAH- | MEXAYHAapOAHOE HENATEHTOBAHHOE HAUMEHOBAHME
HO@ HaWMeHoBaHWe
»  poauposky A03MpoBKa
> Homep cepuu 0650322
»  «roped po..» (3 roga ¢ paml | 02.2025
U3rOTOBNEHUS)
Mpumevatue: wa npoussoacTeeHHylo | Mpumevanme: Ha NPOU3BOACTBEHHYK YNakoBky
YNaKkoBKy MOTYT HAHOCUTLCS:
»  HeBMAUMBIE 3HKW 3aLLMTHI HaHeCceHbl HEBUGNMbIE 3HAKIA 3aLUTbI
Mapxuposka Ha kaproWHoil nauke Ha pycckom | Ha kaproHHO# nauke NPUCYTCTBYET HAANUCH:

A3bIKE YKA3LIBAIOT:

»  HauMeHoBaHwe
NPOU3BOAUTENA, CTPaHY

» HauMeHoBaHWe uUpMel, ocy-
LECTBRAIOLER  BbiNyCKaOWMiA
KOHTPONb KadvecTsa (B cnydae
OTNUMKA oT upmbi-
npoussoguTens), cTpaxy

»  norotun «BERLIN-
CHEMIE/MENARINI» (Ha natu-
HALe)

»  TOproBoe HauMeHoBaHWe npena-

thupMbI-

> MEXAYHapOAHOe HeNnaTeHToBaN-
HOE HauMeHOoBaHue
> A03UpOBKY

»  nexapcTeeHHyro diopMy

HauMeHOoBaH1e (UPMbI-NPON3BOAUTENSR, CT paHa

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

TOpProBoe HauMeHoBaHue npenapata ®

MEXAYHapOAHOe HENATEHTOBAHHOE HAaWMEHOBAaHNe

A03upoBsKa

nexapcreeHHan gopma

CrpaHuua 2 us 3

3AO «bepnuH-®apman, 248926, r. Kanyra, 2-it ABTOMOGUAbHbIA npoesa, A4. 5

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

NHH:
KMn:

7714033558
402901001

OrPH: 1027739581968



BEPJ/IUH-®APMA
MEHAPUHM

MACMOPT Ne 225 - 2022
Y ' Cuocluﬁa 850, TabneTku, NOKPbLITLIE NEHOYHON oBonoukon, 850 mr
HaumeHosanue (koHTypHan aveiikoBas ynakoska (6nuctep)) 15x4 (nauka kapToHHan)
Konuyectso notpe6.
Homep cepuu 0650322 YNaKoBOK 8 cepyy 8171
fAara usrotosnexus 02.2022 loaex ao 02.2025

lMponssoacTeo roTosoi NeKapcTBeHHON HOpMb

3A0 «Bepnun-dapmas, Poceus

Mepsuyran ynakoska

3A0 «BepnuH-dapmar, Poccus

Bropuynas / notpebutensckas ynakoeka

3A0 «Bepnut-dapmay, Poceus

lpouseogutent (Buinyckaowmii KOHTPOnb KayecTea)

3A0 «Beprnus-dapmar, Pocous

AHanua BbINonNHex no HA M N013674/01-030718; Mam.1 N NO13674/01-300719
Mpu TeMmneparype He Bbille Dara npoeegeHus
Ycnosus xpaHeHus 9.03.2022 - 16.03.2022
p " 25 °C aNaniea 09.03.2022 -1 0
MokazaTtenwu Hopmbi Pesynbrarhi
»  konuuecteo Tabnetok e ynakoske | konuyecteo Tabnerox B ynakoeke
»  €nocoB npumeHeHus €noco6 npuMeHeHun
CoAepxanue AedcTeyiowero coaepxaHue 4eiCTBYIOLero BELEeCTsa B OAHOI TabneTke
BelwecTsa B 04+ TabneTxke
> YCNOBUA XpaHeHua YCNOBUA XpaHeHun
> «Cobnioaatb MHCTPYKLMIO No «CobnioaaTe UHCTPYKUMIO NO NPUMEHEHNIO npenapara, KoTo-
NprMeHeHuIo npenapara, KoTo- Pas HaxoAUTCA BHYTPM YNaKkoBKu»
Pas HaXOAWTCA BHYTPH ynaxoe-
Ku»
»  «JlekapcTBeHHO® cpeacTeo xpa- | «flekapcTeeHHoe cpeacTeo XPaHUTL B HBAOCTYNHOM gnis fe-
HATL B HEAOCTYNHOM ANA geTeit Teh mecrely
Mmecrel»
» «[epopanbHoe npoTusoguabe- «MepopansHoe npoTueoauabeTuueckoe cpeacTeos
TH4ECKOe CpeACTBOY
»  ycnoBus otnycka YCnoBWA otnycka
> HOmep cepuu 0650322
> A&ty WIroToRNeHWA 02.2022
> «roaeH go...» 02.2025
> WTPHX-KOA LUTPUX-KOZ,
> HOMEp perucTpayMoHHOro yAO- HOMED perucTpaunoHHoro yaocToBepeHus
CToBepeHua
Mpumevanue: Ha NPOU3BOACTBEHHYIO Mpumevanne: Ha NPOH3BOACTBEHHYIO YNakosky
YNaAKOBKY MOTYT HAHOCHTBLCA;
> HeBUAWMBIE SHAKN 3AUTI HAHECeHbL! HEBHAUMBIE SHAKM 3aLYUTLI
NPON3BOACTBEHHBIE KOAbI HaHeCeHL! NPOM3BOACTBEHHBIE KOAb!
> 3TuKeTKa KOHTPONSA NEPEoro HE HaHeceHa ITMKeTKa KOHTPONA NEPBOTO BCKPLITUA
BCKDbITUA
»  cpeacTea MheHTUDMKALMU Cr- HaBHBCeHbI CPEACTBA MACHTUDUKALMIA CHETEMDBI MOHUTOpHHra
CTeMbl MOHUTOPUHTA ABUNEHUA ABIKEHWRA NeKapCTBEHHBIX NPenapaTos
NeKapcTBeHHbLIX NPenapaTos
Cpok rogHocTH 3roaa

3aknoyeHHe: coo

Havansuuk OKK

lFarnowsunu A.A.

Am HAO M N013674/01-03071 8;
719 no Bcem nokazarensm.

16 03 Wi
(aara)
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3A0 «Bepnun-®apmar, 248926, r. Kanyra, 2-it ABToMOBUNbHBI npoesan, A. 5

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

OrPH: 1027739581968
UHH: 7714033558
KMrn: 402901001



