 BEPJIMH-®APMA
. MEHAPUHMU

MACIMOPT Ne 465 — 2022

Cuodop® 850, TabneTku, NOKpPbITLIE NNEHOYHON 06ONIOUKOMH, 850 Mr

Haumerosanne (KOHTYypHas sfiuekoBas ynakoska (6nucrtep)) 15x4 (nayka kapToHHas)
Homep cepun 1060522 Konuuectso notped. | g 336

yNakoBOK B cepuu
[ata usrotosneHus 11.05.2022 logeH go 11.05.2025

[Mpou3BoACTBO rOTOBOW NEKapcTBEHHON hopMbl

3A0 «BbepnuH-®apmay, Poccus

MepBuyHas ynakoeka

3A0 «bepnuH-®apmay, Poccus

BropuuHas / notpebutensckas ynakoeka

3A0 «bepnuH-®apma», Poccus

MNMpounseoauTens (BbinycKaioLuit KOHTPONb KayecTsa)

3A0 «bepnux-®apma», Poccus

AHanu3 BbINONHEH no

HA M N013674/01-030718; Uam

.1 M N013674/01-300719

Mpu Temnepartype He Bbille
Ycrioeus xpaHeHus 4 PaTYP flara  nposeaeHus | g3 06,2022 - 08.06.2022
25°C aHanuaa
Mokaszartenum Hopmbl Pesynbrarbl
Mpoaonroeartsie Tabnetkn Genoro MpoaonroeaTtble Tabnetkn Benoro UBETa, NOKPLITLHIE NNEHOY-
Onucanue LBeTa, NoKpbIThIE NNeHoqHoii o6onoy- | Hoit 06onoukoi ¢ ABYCTOPOHHEN PUCKON
KON C ABYCTOPOHHE PUCKOM.
Bpems yaepXuBaHus OCHOBHOMO NWKa Bpems yaepUBaHUA OCHOBHOIO NMKa Ha XpomaTtorpamme
Ha XpoMaTorpammMe UCnbITYemoro MCNLITYEMOro PacTBOPa COOTBETCTBYET BPEMEHU YAepKuBa-
— pacTBopa A0MKHO COOTBETCTBOBATh HWUA OCHOBHOTO NWKA HA XpOMaTorpaMme CTaHAapTHOro pac-

BPEMEHW Y/ epXX1BaHNA OCHOBHOTO
NKa Ha XpomaTtorpamme CTaHAapTHO-
ro pactsopa meTopmuHa.

TEOPA METhopMUHa

OAHOPOAHOCTL Macchl

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

18/20 ve Gonee +5 %,;

2/20 He Gonee £ 10 %
OT pacc4MTaHHOW cpefHeil macchl

0934r
Or-2%po+1%

PacnapaemocTb He Bonee 30 muH 14 MuH
He meHee 80 % (Q) yepes 30 muH. oT 5
Pacreopetue 3a9BNEHHOrO COAEPKAHMUA. 49%
Mpumecek A (UmaHoryaHuamH) - He 0,01 %
Gonee 0,02 %;
Mobas eauHnunas HeuaeHTuUUMpo- | < 0,05 %
PoacTeeHHte npuMecH BaHHas npumecs — He Gonee 0,1 %;
Cymma HeuaeHTUhUUNPOBAHHbIX < 0,05 %

npumeceil — He Gonee 0,3 %.

Mapametp npuemnemoctn ans 10
eauHnL fosupoBanna < 15,0,

1,7 (ans 10 eanHnL)

OAHOPOAHOCTL MapameTtp npuemnemoctu gna 30 -
A03NPOBAHUA efnHULY Ao3npoBaHua < 15,0,  HK
OfHa U3 eAUHNL A03UPOBAHWA HE
meHee 0,75M v He Gonee 1,25M.
MukpoBuonorudeckas Kareropua 3A: Kateropus 3A:
JucToTa:
—  Obuwee yncno asapobHbix e Gonee 10° KOEB 11 (mn) <10 KOE B 11 (Mn)
MUKPOOPraHu3moB
- Obwee 41cno gpoxoke- He Gonee 10°KOEB 11 (mn) <10KOE B 11 (mn)
BblX U NNECHEBLIX I‘plﬂﬁOB
— Escherichia coli oTcyTcTeue B 11 (mn) Otcyrereyet B 1 1 (Mn)
Ot 807,5 mr go 892,5 mr metchopmunHa | 836,0 mr
KonuuecrteerHoe ruapoxnopuaa B Tabnetke
onpejenexue (95 % — 105 % OT 3anABNEHHOrO Co- (98 %)

AepKaHus).

CtpaHuuya 1 13 3

3A0 «bepnuH-bapmar, 248926, r. Kanyra, 2-i1 AeToMobMNbHbIA Npoesa, 4. 5

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

OIPH:
VHH:
Krn:

1027739581968
7714033558
402901001




BEPJINH-®APMA
- MEHAPHUHUA

MACMOPT Ne 465 - 2022

CHOd)Opﬁ 850, TabGneTku, NOKPbIThbIE NfIeHO4YHOW 06onoykoi, 850 mr

Haumerosatue (xOHTypHasn AYeitkoBas ynakoBka (6nucrtep)) 15x4 (nauka KapToHHas)
Homep cepim 1060522 HEHGMRCTED URIDRN. | g 3g

yNaKoBOK B CEpyiA
[ata narotoeneHus 11.05.2022 lopeH oo 11.05.2025

[Mpon3BOACTBO rOTOBOI NEKapCTBEHHOW OpMbl

3A0 «bepnun-Papmay», Poccus

MNepBuy4Hasa ynakoeka

3A0 «BepnuH-dapma», Poccus

BropuyHan / notpebutenbckasa ynakoBka

3A0 «bepnuH-®apma», Poccus

MpoussoauTtens (BbinyckaoLwnii KOHTPOrb KayecTsa)

3A0 «bepnun-Papmar», Poccus

AHanu3 BLINOMHEH No

HAO M N013674/01-030718; Uam.

1M NO13674/01-300719

Yenosus xpaHeHus lpu Temneparype ve sbiwe | flata  NpoBeAsHus | g9 06,2022 - 08.06.2022
25°C aHanusa
Mokasatenwm Hopmbi PesynbraTts!
Mo 15 TabneTok B KOHTYpHYIO Aueiiko- | Mo 15 TabneTok B KOHTYpHYIO A4YeiikoByio ynakoeky (6nuctep)
BYl0 ynakoBky (6nuctep) ua [BX- | w3 NBX-nneHku no MOCTy 25250-88 unu dupmel «Blicare
nnelku no [OCTy 25250-88 wunu | Research GmbH», lepmaHua u anioMmuHueBow doneri no
cupmer  «Bilcare Research GmbH», | TOCTy 745-2014 wnu dupmsl « SCHULZ FLEXGROUP
MepmaHuA 1 anioMuHreBoit choneru no | GmbH», Mepmanus;
Ynakoeka rOCTy 745-2014 wnm  cupmel | Mo 4 BnucTepa ¢ UHCTpYKUWeR NO NPUMEHEHWIO B KAPTOHHON
«SCHULZ FLEXGROUP GmbH», | nauke no MOCTy 33781-2016
lepmaHus;
Mo 4 GnucTepa ¢ MHCTPYKLUMEn no
NPUMEHEHWIO B KAPTOHHON Nauke no
FOCTy 33781-2016.
Ha 6nucrepe Ha pycckom n3bike | Ha Bnuctepe npucyTcTBYET HAAMUCK:
YyKa3bIBaoT:
> noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuiuue)
CHEMIE/MENARINI» (Ha natu-
HWLe)
» TOProeoe HauMeHOBaHWe Npena- | TOproBoe HauMeHoBaHWe npenapata ®
pata®
> MEX/AYHapOAHOE HEeNnaTeHTOBaH- | MEeXayHapoAHOe HenaTeHTOBaHHOE HauMeHoBaHWe
HOe HauMeHoBaHWe
> AO3NPOBKY A03UpoBKa
»  HOMep cepun 1060522
» «rogeH po..» (3 rogpa ¢ patel | 052025
W3roToBNEHMA)
MpumevaHue: Ha npousBogcTBeHHyl | MpumeyaHue: Ha NPOU3BOACTBEHHYIO YNAKOBKY
YNaKoBKY MOTYT HAHOCUTLCA:
» HEBWLWMbIE 3HAKK 3aLLNThI HaHeCeHbl HeBWMMble 3HAKK 3aLLUTBI
MapkupoBka Ha kapToHHOi nauyke Ha PpycckoMm | Ha kapTOHHOW nauke NPUCYTCTBYET HAAMMCL:

A3bIKe YKa3kIBaloT:

> HanmeHoBaHue
NPOU3BOAUTENSA, CTPaHY

> HaumeHoBaHWe upmbl, OCy-
LWECTENAIWER  BbINYCKAOLWMA
KOHTpONb KayecTsa (B cnyyae
OTNUYNA oT PrpMbI-
Npou3BOAWUTENA), CTPaHY

> norotun «BERLIN-
CHEMIE/MENARINI» (Ha natw-
HUALE)

» TOpProsoe HaMMeHoBaHue npena-
para®

> MEeXAYHapOAHOE HeNaTEeHTOBaH-
HOE HauMeHoBaHue
JAO3NPOBKY

»  nekapctBeHHywo chopmy

tbMpMBI-

HaUMEHOBaHMe (UPMbI-NPON3BOAUTENA, CTPaHa

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

TOproeoce HaumeHoBaHWe npenapara ®
MEXAYHAPOAHOE HENATEHTOBAHHOE HAWMEHOBaHWE

LO3VPOBKa

nexapcTeeHHan dopma

Crpanuua 2 u3 3

3A0 «bepnuH-Papmar, 248926, r. Kanyra, 2-ii ABToMoOUnNbLHLIA npoess, 4. 5 OI'PH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KIMr: 402901001
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BEPJINH-OAPMA
- MEHAPUHMU

MACMOPT Ne 465 — 2022

C:m::oclaopﬁ 850, TabneTku, NOKPbLITLIE NNEHOYHOW 06onovkon, 850 Mr

Hanmerosarine (KOHTYpHasn AveiikoBas ynakoBKa (6nmcrep)) 15x4 (nauka KapToHHan)
Howmep cepum 1060522 Konuiectso notpeb. | g 334

yNaKoBOK B CEpUM
[ara nsrotoBnexuns 11.05.2022 lopeH go 11.05.2025

[Mpon3BOACTBO rOTOBOIA Nne

KapCcTBEHHOW opMbl

3A0 «bepnuH-®apma», Poccus

MepBu4Has ynakoeka

3A0 «bepnuH-dapma», Poccus

BropuuHan / noTpebutensckasa ynakoeka

3A0 «Bbepnun-dapma», Poccust

Mpowuseoautens (BeiNycKalowwnii KOHTPONb KayecTsa)

3A0 «bepnuH-Papma», Poccus

AHanws BLINONHEH o HA N N013674/01-030718; WNam.1 N N013674/01-300719
Mpu TemnepaType He BbilLe Jata  npoBegeHus
YcnoBua xpaHeHus 02.06.2022 - 08.06.2022
P 25°C aHanuaa
MokasaTenu Hopmbl PesynbTarbi
»  KonuuecTeo TabneTok B ynakoBke | konuuyecTso Tabnetok B ynakoBke
»  cnocob npumeHeHUs cnocob npuMeHeHnA
cofepwaHue AeicTBYyIoLEero coAepxaHue AeCTBYIOWEro BeLWecTea B 0AHoi TabneTke
BelecTsa B 0AHON TabneTke
> YCNOBWA XpaHeHWs YCNOBWUA XpaHEeHWA
«CobniogaTe WHCTPYKLMIO NO «Co6niogaTe MHCTPYKUMIO NO NPUMEHEHMIO Npenapara, KoTo-
NPUMEHEHNIO Npenapara, KoTo- pas Haxo/WTCA BHYTPY yNaKoBKU»
pan HaxoguTCA BHYTPW YNakos-
Kin
> «NekapcTBEeHHOE CPeACTBO Xpa- «JlexapcTBEHHOE CPEACTBO XPaAHUTL B HEAOCTYNHOM ANA Ae-
HWTL B HEAOCTYNHOM ANA AeTeil Tel mectel»
mecre!»
» «MepopansHoe npoTueoguabe- «lMepopancHoe npoTusoavabeTuyeckoe cpeacTeo»
TUYECKOE CPEACTBOR
» YCNoBWA OTNycKa YCNOBUA oTnycka
¥  HOMEP cepuu 1060522
» ATy WaroToBnEHWA 052022
» «roAeH A0...» 052025
¥ LUTPUX-KOA LLTPUX-KOA
» HOMEp perucTpauuoHHoro yao- HOMEp PEerncTpauuoHHOro YAOCTOBEPEHNSA
CTOBEpPEeHUA
MpumeyaHune: Ha NPOW3BOACTBEHHYIO MpumevaHue: Ha NPOU3BOACTBEHHYIO YNaKoBKY
YNaKOBKY MOMYT HAHOCWTLCA:
> HEBUAWUMBIE 3HAKK 3aLLMUTHI HaHeceHb! HEBUAMMBIE 3HAKN 3aLUTHI
» NnPov3scACcTBEHHbIE KOAbI HaHeCeHb! NPOU3BOACTBEHHBIE KOAbI
3TMKETKA KOHTPONA NEPBOro He HaHeCeHa 3TUKETKA KOHTPONA NEPBOro BCKPLITUA
BCKPLITUA
»  CcpeacTBa MAEHTUMKALMK Cu- HaHeCeHb! CPEACTBA WASHTUUKALIMKA CUCTEMBI MOHUTOPUHI
CTeMbl MOHWUTOPUHIa ABMKEHUA ABWKEHWA NEKAPCTBEHHbIX Npenaparos
NeKapcTBEHHbIX NpenapaTtos
CpoK roaHoCTH 3 ropa 3ropa

Sy KAsvra
e e ——

CNY)KBA (1D

KAYECTBA—

sam HO N N013674/01-030718;
719 no Bcem nNokKaszaTensam.

Farnowsunu A.A.

(paTa)

Ctpanuua 3 us 3

3A0 «bepnuH-®apmanr», 248926, r.

e-mail: reception_kaluga@

..... =

berlin-chemie.com

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

k;nyra, 2-i ABToMOBUNbHbLIA Npoesa, 4. 5

OlPH: 1027739581968
MHH: 7714033558
KIr: 402901001




‘ BEPJINH-®APMA
.~ MEHAPUHMH

NOATBEPXOEHUE COOTBETCTBUA

Ne 465 — 2022
Toproeoe HauMeHoBaHUe Cuodop® 850
MexayHapoaHoe HenaTeHToBaHHoe
Gollan MeTtcopmut

HavuMeHoBaHune

dopma Bbinycka

TabneTku, NOKpbITHIE NNeHo4YHOW obonoykoit, 850 mr
(KoHTYpHaa a4enKosas ynakoska (bnucrep)) 15x4 (navka kKapToHHas)

Homep cepuun 1060522

Konuyecteo notpeburenbckux 8336

ynakoBOK B cepuu

[arta uarotoBnexHns 11.05.2022

Cpok rogHoCTH 11.05.2025

lMpon3BOACTBO roTOBO 3A0 «BepnuH-dapmax, Poccus
nexkapcTBeHHOW opMbi 248926 r. Kanyra, 2-oit ABTOMOBUINBHLIA Npoesa, 4. 5

MepBuYHas ynakoeka

3A0 «bepnun-®apmay, Poccus
248926 r. Kanyra, 2-oin ABToMOBUNLHEIN Npoesg, 4. 5

BropuyHas/notpebutensckas 3A0 «BepnvH-dapmay, Poccus
ynakoBka 248926 r. Kanyra, 2-oi ABToMoBUNBHbIA Npoesa, 4. 5
Mpoussoautens (BoinyckatoLuii 3AO «Bepnun-dapmay», Poccust
KOHTPONb KayecTsa) 248926 r. Kanyra, 2-oit ABToMOBUNbLHBLIA Npoesa, A. 5

Homep v faTta peructpayuoHHoro M NO13674/01 or 13.04.2012
yAocToBEepeHus [Hara nepeodopmnenus 30.07.2019

HaunmeHoBaHue W agpec fepxarens | BepnuH-Xemu AT, Fepmanus,
perucTpaunoHHOro yaocToBepeHuns Glienicker Weg 125, 12489, Berlin, Germany

HopmarmeHas gokymeHTauus HO M N013674/01-030718; WUam. Ne 1 1 N013674/01-300719

HACTOALMM OOKYMEHTOM Mbl NOATBEPXOAEM:

NPOU3BOACTBO, XpaHEHWe W KOHTPONb BbILLEYKa3aHHOW CepuM roToBOW NPOAYKUWM OCYLUECTBNEHbl B
cooTBeTCTBUM C TpeboBaHuaMu npukasa Musnpomtopra Poccum oT 14 uioHa 2013 r. N 916 «[Mpaeuna
Haanexalleh NpousBOACTBEHHOW npakTuku» (B pes. ot 18.12.2015) u pewexun Coseta Espasuiickont
akoHomuuyeckoi komuccun ot 03.11.2016 N 77 «O6 yTeepxaeHuu MNpasun Hagnexallel Npou3BOACTBEHHOM
npaxkTukn EBpasmnitckoro 3KOHOMUYECKOro Co3a» s
Cepusl NEeKapcTBEHHOro Mnpenapara COOTBET

, YCTaHOBNEeHHbIM nNpu e€ero

rocyfapcTBeHHOW perncTpalmu j 1
YnonHomoueHHoe nuuo  Anekceesa C.M. ’;: [ "bEp, { - / /
. (el ", - 06, 06, 202
CeepeHun 0B aTTecTauuu '||‘lf:_g \ .
Mpukas Munzgpaea Poccun Ne 230 \\‘n‘ Kage e
ot 19.03.2021 \‘\,\;
N e
“\*\is‘_‘f_l * 98 Crpanuua 1 u3 1
3A0 «bepnun-Papmar, 248926, r. Kanyra, 2-in ABToMoBUNbHLIA npoesa, a. 5 OrPH: 102773958196¢
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KMM: 402901001



