M BEPJINH-®APMA

MEHAPUHHA

NOATBEPXOEHUE COOTBETCTBUA

Ne 741 - 2021

Toprosoe HauMeHOBaHNe

BenmeTHs®

MesxayHapoaHOe HenaTeHToBaHHoe
HaumeHoBaHue

MetcopMmuH + CutarnunTui

dopma Bbinycka

TabneTkn NOKPbITbIG NIIEHOUHOW o6onoukoii, 1000 mr + 50 wmr
(6nucTep) 14x4 (navka KapTOHHaA)

Homep cepuu 0070821
KonuuecTso noTpebuTenbekux 2 348
yriakoBok B Cepun

[laTa n3roToBNeHua 08.2021
CpoK rogHoCTH 08.2023

MpoU3BOACTBO FOTOBOM
nekapcTBEHHON (POpPMbI

3A0 «Bepnut-®apmanr, Poccusa
248926 r. Kanyra, 2-0# AsTOMOBUNbHLIA NPoe3s, A. 5

Mepeu4Han ynakoska

3A0 «BepnuH-dapmar, Poccus
248026 r. Kanyra, 2-o# AsTomoGunbHBIA npoeaa, A. 5

BropuuHas/noTpebutensckan
ynakoeka

3A0 «bepnur-®apmar, Poccua
248926 r. Kanyra, 2-of AsToMOBUNBHBIA Npoe3a, 4. 5

MpounssoguTent (BoinycKatowuit
KOHTPONb Ka4yecTea)

3A0 «Bepnux-dapmar, Poccus
248926 r. Kanyra, 2-0# AsToMobunbHBEI npoesa, A. 5

e
Homep 1 pata per1cTpaulnoHHoro
yAOCTOBEpeHMS

NN-004547 ot 20.11.2017

HavmeHoBaHWe 1 aapec Aepxarens
PervcTpaLMOHHOTO YAOCTOBEPEHWA

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

HopmaTtneHas AOKyMEHTaUNA

H[ NN-004547-201117, U3m. Ne 1 JiN-004547-2903189,
Wam. Ne 2 NN-004547-191119; Uam. Ne 3 /IN-004547-100920.

HACTOSLLUM AOKYMEHTOM Mbl NOATBEPXAAEM:

- Npowu3BOACTEO, XpaHeHue ¢ KOHTPONb Bblweyxaaanuoﬁ

cepuu TOTOBOA MPOAYKUMM OCYyLUECTENEHE! B

coOTBETCTBUM C TpeboBaHWAMW npukasa MunnpomTopra Poccin ot 14 wions 2013 r. N 916 «lpasuna
Hapnexawen NpPON3BOACTBEHHON NPaKTUKW» (8 pea. oT 18.12.2015) u pewerun CoseTa Eepasniickoi
3KOHOMMWYECKOW KOMUCCHKX OT 03.11.2016 N 77 «O6 yTBepxaeHuu Mpaeun Haanexailen NPOV3BOACTBEHHOM

npakTvkn EBpa3ufickoro 3KOHOMMYECKOro coto3a»
npenapara

- cepus NeKapCTBEHHOro
rocyapCTBEHHO perncTpauim

YnonHomo4eHHoe nuuo

Ceeaennn o6 arrectaumn

Mpukas MuH3apasa Poccumn Ne 230
ot 19.03.2021

Karaeea E.M.

COOTBETCTBYET/ yCTaHOBNEHH biM npu  ero

02 09. 200

aara

Crpatuua 113 1

3A0 «Bepnui-@apmar, 248926, r. Kanyra, 2-# ABTOMOBUNbHBIR Npoead, A. 5
e-mail: reception_kaluga@beﬂin-chemie.ccm
Ten.: +7 (4842) 909-500, dakc: +7 (4842) 909-501

OrPH: 102773958196¢
WHH: 7714033558
Krr: 402901001




BEPJINH-®APMA
MEHAPUHH

NACMOPT Ne 741 - 2021

e : ' BenmeTun®, TaGneTku NOKPLITHIe NNEHOYHOH 06ONOUKON, 1000 mr + 50 mr
i i (6nucTep) 1,4x4 (nauka KapTOHHasn)
Konuuecteo notpeb.
Homep cepun 0070821 ynaKoBOK B CepUM 2348
[laTa U3roToBneHns 08.2021 lopeH oo 08.2023

Mpou3BOACTEO rOTOBON nexkapcTeeHHON (POPMb! 3A0 «bepnun-dapma», Poccus

MepswyHas ynakoska 3A0 «BepnuH-dapmar, Poccus

BropuuHas / notpeburennckan ynakoska 3A0 «BepnuH-®apmar, Poccus

MpoussoauTens (BbinycKaroujuit KOHTPONb Kayecrsa) 3A0 «bepnuH-dapman, Poccun

HA NN-004547-201117, Wam. Ne 1 NN-004547-290319;

AHanys BENONHEH 1o Viam. Ne 2 N1M-004547-191119; Wam. Ne 3 JIN-004547-100920.

Temneparype He Bbl-
YGrOBHS XPaHEHNA iyt Fesinapatype flata  NpoBEASHWA | 50 08,2021 - 01.09.2021
we 25 °C aHanuaa
Mokasarenu Hopmbl Pesynbrarbl
OpanbHblieé  ABOAKOBLINYKNbIE Tabnetky, | OsancHble ABOAKOBLINYKNbBIE TabneTku, NOKPLITLIE
NOKPLITEIE NNEHO4HON 0BONOYKOM, KPAcHO- | NNeHOUHOR 0BONOUKOR, KpacHOBaTO-KOpU4HEBOMo
Onwucanue BATO-KOPUMHEBOTO LBETa C rPaBUpOBKOA | uBeTa C rpaBupoBKoi «577» HA OAHOW CTOPOHE
«577» Ha OfHON cTopoHe TabneTkw. TabneT«u.
MoANMHHOCTD! Bpems YAGPKWBaHUS OCHOBHOTO NWKa HA | BpemA yAepXuBaHuA OCHOBHOFO MUKa Ha Xpoma-
XpOMaTOrpamMme  MCbITYeMoro pacTeopa | vorpamMMe WCnbITyemMoro pacteopa coOTBETCTBYET
- CUTarnunTvH -AOMKHO COOTBETCTROBATH BPEMEHU YASP- | BpeMeHu YAEPKNBAHUA NUKA CHTArNUNTUHA Ha
WWBAHWS MWKA CMTAIMWNTHHA HA XPOMATO- | XpOMArTorpamme CTAHABPTHOro pacTeopa.
rpamMme CTaHAapTHOTO PacTeopa.
Bpema yAePXWBAHAA OCHOBHOIO nika Ha BpeMA YAEPXKMBaHWA OCHOBHOMO NUKA Ha XpoMa-
XpOMaTOrpaMMe  MCMbiTYeMoro  pacTeopa TOrpaMME MCNLITYEMOro PacTBOPa COOTBRTCTBYET
- Metdopmuna AOMKHO COOTBETCTEOBATL BpEMEHU YAep- BpEMEHN YABPKUBAHUR NUKa meTdopMuHa ruapo-
TUAPOXIOPUA JKMBAHUA NuKka MeTdopMUHa rUapoxniopuaa XMOPUAA Ha XpOMATOrpaMMe CTaHAaPTHOro pac-
Ha XpoMaTorpamme CTaHAAPTHOMO pacTeo- TBOPA.
pa.
CpeaHnas macca:
1333,0Mr+ 5% 1336,24 wr
o ( oT 1266,35 Mr Ao 1399,65 mr);
WHARRALE M OTKNOHEHNE OT CPpeAHel Macchl: Or-1%a0+1%
18/20 Tabnetok £ 5 %,
2/20+£10% =
PacTBOpeHWe He menee 85 % (Q = 80 %) OT 3aABNEHHOTO 97 % cUTarnunNTMHa

xonuuecTsa yepea 20 MUH.

96 % MeTdopMUHa MTMAPOXNOPUAA

MpoAyKTLl PalNoOXeHWA CHTarMATHHA
chocdpaTa MoHOTHApaTa

e EavHWYHBIA HewaeHTHdMUMpOoBaKHEIA | < 0,1 %
NPOAYKT PasnoXeHna — He Gonee 0,2 %;
o Cymma npOAYKTOB Pa3niOXEHUR — <01%
PoacTBeHHbie NPUMECH WS CONBE )2 5.
MpoayKTel Pa3noXeHus MeThopMHUHA
rugpoxnopuaa
o EpuHWYHBIA HenpeHTucuumpoBaHHelid | < 0,05 %
NPOAYKT Pa3nNOXeHUs = He Gonee 0,1 %;
e Cymma NPOAYKTOB PasnoXeHUR — <0,05%
He Gonee 0,2 %.
Mukpobuonoruieckas Kareropus 3A: Kateropusa 3A:
uuctora
- O6iwee yncno a3pobHelx He Bonee 10° KOE B 1 r (mn) <10 KOE B 11 (mn)
MWKPOOPraHuamMoB

—  OBbLyee YACNO APONOKEBLIX 1
nnecHesbIX rpnboe

- Escherichia coli

He Gonee 10? KOE B 1 1 (Mn)

orcytcTeue B 11 (Mn)

<10 KOE 8 11 {Mn}

Orcyterayet B 11 (Mn)

Crpatuua 1 us 4

3A0 «BepnuH-dGapmanr, 248926, r. Kanyra, 2-# ABTOMOOUNBHBIA NPOE3A, A. 5

e-mail: reception_‘kaluga@beriin-chemie.com
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 909-501

7714033558
402801001

MHH:
K

OrPH: 1027739581968




BEPJINH-®DAPMA
MEHAPUHHA

MACMOPT Ne 741 — 2021

Benme‘r’ua”, TaGneTku NOKPbITLIE NIEHOYHON 06onoyKkoni, 1000 Mr + 50 mr

HenmeHoRame (6nucTep) 14x4 (nayka KapToHHanA)

Konuvecteo notpeb.
Howmep cepuu 0070821 YNaKoBOK B CEpih 2348
[lata u3rotosneHus 08.2021 lopeH fo 08.2023

MpoussoacTBO roTOBOM NEKAPCTBEHHOW hOPMbI 3A0 «BbepnuH-dapman», Poccus

MepBuyHan ynaxkoska

3A0 «bepnun-dPapma», Poccus

BropuuHas / notpebutensckan ynakoska

3A0 «bepnuH-dapmar, Poccua

MpounssoguTens (BuinycKkatowniA KOHTPONb KavecTea) 3A0 «bepnux-dapmay», Poccus

AHanu3a BeinonHeH no

HO NN-004547-201117, Wam. Ne 1 JIN-004547-290319;
Mam. Ne 2 JIM-004547-191119; Uam. Ne 3 JIM-004547-100920.

YCroBuA xpaHeHus

Mpu Ttemneparype He Bbl- | [lata

MPOBEACHUA | 20,08.2021 - 01.09.2021

we 25 °C aHanuaa
Moka3aTenu Hopmbi PesynbTarthbl
Ans 10 Tabnetok nokasateno npuemnemo- | 3 1 cutarnuntud (ans 10 eqnrnLy)
cTu (AV) gomxeH Gbite He Gonee 15,0; 2,5 meTchopmuHa rugpoxnopug (Ans 10 eArHUL)
OaHopoaHoCTs [ns 30 Tabnetok nokasaTens npuemnemo- | -
AO3NpoBaHKA cri (AV) pomkeH Buirb He Gonee 15,0 npu
ycnoeun, uto (1-001 x L2y x Ms X, S (1 +
0,01 xL2) x M, (L2 = 25,0).
CurarnunTul
O 95,0 % Ao 105,0 % OT 3aRBNEHHOrO CO- 99,6 %
KonwyecTeeHHoe AEPXAHWA CATArfUNTHHA.
onpeaenexve MeTcdopmuna ruapoxnopua
Ot 95,0 % o 105,0 % oT 3aABNEHHOrO CO- 100,8 %
AepxaHus MeT(OpPMUHA MApoXNopUaa.
Mo 14 vabnetok 8 Gnuctep w3 nnexku | Mo 14 Tabnertok B BrucTep M3 NNeHkU
NBX/N3/MNBAOX cupmet «Liveo Research | NBX/M3/MBAX dupmel «Liveo Research GmbH»,
GmbH», MepmaHna 1 aniomuHuesoi donbru | MepMaHnsa U anlomuHueBoi donsm no NOCT 745-
no MOCT 745-2014 wnu cupmbl «SCHULZ | 2014 nnu dompmel «<SCHULZ FLEXGROUP
Ynakoska FLEXGROUP GmbH», Mlepmanus. GmbH», Mepmanus. Mo 4 GnucTepa noMeLaoT B
Mo 4 Gnucrepa NOMELAIOT B KAPTOHHYK | KApTOHHYw nadky no MOCT 33781-2016 smecTe ¢
nauky no FOCT 33781-2016 BMecTe ¢ MH- | MHCTPYKUMER NO NPUMEHEHNIO.
CTPYKUMENR NO NPUMEHEHWIO,
Ha nepsuuHO ynakoeke (6nuctepe) Ha | Ha nepeuvHON ynakoske (Gnucrtepe) Ha pyc-
PYCCKOM RA3biKe YKaibiBaloT: CKOM A3bIKe NPUCYTCTBYIOT HagnNUcK:
» TOproEce HaWMeHOBaHwe npenapata c | TOproBoe@ HauMeHoBaHWe npenapata C npeay-
npeaynpeauTenbHoil MapknpoBkoi ® npeanTensHo! Mapkuposkoi ®
» [pyNNUpOBOYHOE HaMMEHOBaHWe rpYNNMpPOBOYHOE HAUMEHOBaHNE
» nexapcTeeHHyio hopmy nekapcTBeHHas opma
»  [03UpoBKY A03npoBKa
> norotun KOMNaHHK «Bepnuu- | norotin Komnanun «bBepnun-Xemuw/MeHapuHu»
Mapkvposka

Xemun/MeHapunu» (rpacdu4ecknl cum-
Bon w abbpesuatypa Ha NaTvHKULE)

» HOMep cepuu

» AaTy OKOHYaHWA Cpoka rofHOCTH

NpumeyaHue:
Ha NepPBUYHYIC YNAKOBKY MOryT HRHOCUTLCA

P  HEBWAWMbLIE JHAKW 3aLUMTHI
» Npowu3BOACTBEHHBIE KOAbI

(rpacbuueckuit cumeon n abbpeenatypa Ha natu-
HULE)
0070821

08.2023

MNpumevanue:
Ha NepBUYHYI0 YNaKoBKY

HaHeCeHb! HeBUAMMBIE 3HAKW 3alnThi

He HaHeceHbl NPOUIBOACTBEHHbIE KOA LI

CrpaHuua 2 3 4

3A0 «Bbepnun-Gapmas, 248926, r. Kanyra, 2-it ABToMOOUNbHLIA Npoeag, A. §

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

MHH: 7714033558
Knn: 402901001

OrPH: 1027739581868



BEPJINH-®APMA
MEHAPHUHUA

MACTIOPT Ne 741 - 2021

‘ 2 BenmeTHa®, TabneTku NOKpLITLIE NNeHO4YHOH 060no4Ko#, 1000 Mr + 50 Mr
HanMesORdHMe (6nucrep) 14x4 (nayka kKapToHHan)
Konuyecteo norpeb.
Howmep cepun 0070821 yNaKOBOK B CEpUM 2348
[lata u3rotosneHus 08.2021 logeH ao 08.2023

MponsBoACTBO roTOBOIR NekapcTBeHHOW hopMb!

3A0 «BepnuH-dapmas», Poccua

MepeuyHan ynakoska

3A0 «bepnun-dapmar, Poccun

BropuyHas / notpebutensckas ynakoska

3A0 «bepnuH-Papman», Poccus

MpouasoguTens (BeinyckaoWwui KOHTPONb KavecTsa)

3A0 «bepnun-dapmar, Poccus

AHanu3 BobINOMHEeH no

HA NN-004547-201117, Uam. Ne 1 JIN-004547-290319,
Mam. Ne 2 JIN-004547-191119; WUam. Ne 3 JIN-004547-100920.

YcnoBua xpaHeHun

Mpw Temnepartype He Bbl-
we 25 °C

Oara

NpoBEAeHUs
aHanw3a

20.08.2021 - 01.09.2021

Mokasarenwu

HopMbl

Pesynbrathl

>

Y VvV V V V¥

»

»

¥y ¥y v¥v ¥

Ha BropuuHoi ynakoBke (KapTOHHOW
nayke) Ha PyCCKOM A3bIKe YKa3bIBaKoT:

TOProBOe HauMeHoBaHWe npenapara ¢
npeaynpeauTensHoil Mapkupoekoi ®

rPYNNNPOBONHOE HAaNMEHOBaHWE
AO3NPOBKY

nNeKapcTBeHHY10 hopMmy
KonuuecTso TabneTok B ynakoske

Ha3BaHWA N COAEpXaHne AeRCTBYIOLUX
BELLeCcTs B 0JHOI TaGneTke B Mr

cnocob npumeHenun («na npuema
BHYTPb»)

Ha ynakoBke RPUCYTCTBYIOT Npeaynpeau-
TenbHbIe HagnueH:

«lMepeyeHb BCNOMOTaTeNbHbIX BEWEeCTB
1 X KONMYECTBA YKasaHbl B NpUnarae-
MOW WHCTPYKLIUU»

«lMepea npUMEHEHUEM 03HAKOMLTECh G
npunaraemoil MHCTPyKUUen»

«XpaHuTb B HEAOCTYNHOM ANA AeTel
mecTe»

ycnoBuA OTNyCcKa

YCNOBWA XpaHeHNA

noroTun KOMNaHnmn «BepnuH-
Xemw/MeHapuxu» (rpadudeckuii cum-
Bon v abbpeBnartypa Ha natuHuue)

Ha3BaHue W CTpaHy I0pUaN4YecKoro nu-
ua, Ha MMA KOTOPOro BIAAHO perucTpa-
LMOHHO® YAOCTOBEPEHME W KOMNaHWK
NPON3BOANTENA

HOMEp perucTpaumMoRHOro YA0CTOBEpe-
HUs
HOMEP Cepiu

Aarty U3IroToBNEHUA

AaTY OKOHYAHUA CPOka roAHOCTU

LITPUX-KOA

Ha BTOpM4HOA ynakoBKe (KapTOHHOM Nayke) Ha
PYCCKOM A3bIKe NPUCYTCTBYIOT HAANUCHK:

TOpProsoe HawmeHoBanue npenapata ¢ npegy-
NPeAUTENbHOR MapKWpoBKOA ®

rPYNNUPOBOYHOE HauMeHoBaHue
AO3MpOBKa

nNekapcreexHan opma
Kenu4ecTBo TabneTok B ynakoeke

Ha3BaHWA W COAEPKaHUe ASHCTBYIOWMUX BELecTB
B Of\HOW TabneTke B Mr

cnocob npumeHeHun («nA npuema BHyTpb»)
Ha ynakoBke npucyTCTBYIOT NpefynpeAnTentHole
Hagnueck:

«lMepeyeHL BCNOMOraTenbHbX BELWECTB U UX KO-
NWYECTBA YKA3aHb! B NpUnaraeMoi MHCTPYKUUM»

«lMepea npumeHeHWem 03HaKOMbTECh C Npunara-
eMON UHCTPYKUuei»

«XpaHWTb B HEAGCTYNHOM ANA AeTeil MecTe»

YCNOBWA OTNYCKa

YCrIOBUA XpaHeH!s

norotun  komnawuu «BepnuH-Xemu/MeHapuHu»
(rpacpuyeckuit cumeon v aGbpesuatypa Ha naTu-
HULE)

Ha3BAHWE W CTPaHY KPUAWYECKOrO NUUE, Ha UMA
KOTOPOro BeilaHo perucTpauuoHHOe yaocTOBEpE-
HUE U KOMNAHWK NPOU3BOANTENA

HOMEp perncTpaunoHHoro yaoCcToBepeHinA

3A0 «bepnun-Gapmar, 248926, r. Kanyra, 2-it ABToMoBunbHbIA npoess, 4. 5

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

0070821

08.2021

08.2023

LUTPUX-KOA

CrtpaHuua 3 u3 4

OrPH: 1027739581968
MHH: 7714033558
Knn: 402901001



' BEPJINH-DAPMA
MEHAPUHU

MACIMOPT Ne 741 ~ 2021

HEUMSHOBIHME. (Bsenn"n;::;;l:,&:(ig;r::ar:(::glz:-:; ;menoqnoﬁ oﬁonoilkoﬁ; 1000 mr + 50 mr
Homep cepuu 0070821 ;(::::;ir:oc:;l:geﬁ "1 2348

[ara usrotosnexus 08.2021 [onex no 08.2023

Mpon3asoacTBO rOTOBOI NEKapCTEEHHOIM hopMbI 3AQ «Bepnun-dapmar, Poccusi

MepBu4Han ynakoska 3A0 «Bepnun-dapman, Poccus

BropuuHan / notpebutensckas ynakoeka 3A0 «Bepnun-®apma», Poccus

MNpoussoauTens (BuinycKarLymit KOKTPONE kayecTsa) 3A0 «BepnuH-®apmay, Poccus

HA NN-004547-201117, Wam. Ne 1 JIN-004547-290319;

AHanus BbINOMHeH no Wam. Ne 2 111-004547-191119; Usm. Ne 3 IM-004547-100920.

Mpu Temnepatype He Bbi- | flaTa nposegeHus
Ye X HIA 20.08.2021 - 01.09.202
fIOBUA XpaHeHu we 25 °C Sl anisa 021 -01 1
MNMokaszaTenu Hopmbi Pesynbrathl
Mpumeyanne: Mpumevanne:
Ha BTOPUYHYIO yNaKoBKy MOTYT HAGHOCUTLCA ! Ha BTOPUMHYIO YNaKoBKy
> HeBUANMbIe 3HAKW 3aLLMTbI HAHeCeHb! HEeBUANMbIE 3HaKK JaluTel
» NPON3BOACTBEHHbIE KOAbI HaHecaHbl NPOU3BOACTBEHHLIG Koabl

»  arukeTka KOHTPONA NEepBoro BCKPLITUR HE HaHeceHa 3ITUKeTKa KOHWTPONnA nepeoro BCKpbI-
™A

> cpepcTsa MaeHTUGUKALMN CHCTEMb HaHeceHbl CPEACTBA MAEHTUDUKALMN CUCTEMbI
MOHUTOPMHIE ABUKEHUA NEKAPCTBEH- MOHUTOPUHIA ABUKEHWA NeKapcTBeHHsIX npena-
HbIX Npenaparos. parvos.
Cpok rogHocTu 2ropa 2roga

H RQoBaHKAM HO NN-004547-201117; Wam. Ne 1 JIN-004547-290319,
Ffa 91119; Usam. Ne 3 NN-004547-100920 no Bcem nokasaTenam.

Farnoweunu A.A. 01 09 22
(aara)

CrpaHuua 4 u3 4

3AO «bepnun-Gapmar, 248926, r. Kanyra, 2-# ABTOMOBUNbHBIN npoesn, a. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KO- an2aninn




