M BEPJINH-DAPMA
MEHAPUHHA

NOATBEPXAEHWE COOTBETCTBUA

Ne 86— 2022
Toprosoe HaumeHOBaHWe BpomrekcuH 8 Bepnun-Xemu
MexayHapoaHoe HenaTeHTOBaHHoe g
HauMeHoBaHue el
®opma Bbinycka Tabnerku, nokpuiTbie 060noykoi, 8 mMr
(koHTYpHan sveiikoBan ynakoBka (6nucrep)) 25x1 (nauka KapToHHas)
Homep cepuu 0030122
KonuyecTtBo notpebuTtensckux 131 566
ynakoBOK B Cepuu
[laTa usrotrosnexus 12.2021
Cpok rogHocTu 12.2024
Mpou3soACTEO roToBOMH 3AO «bepnun-dapmar, Poccus
nexapcTBeHHON OpMbI 248926 r. Kanyra, 2-oii AeToMoGuUnbHLINA Npoeag, 4.5

3A0 «bepnuH-®apmar, Poccus

Mepaudnan ynakoska 248026 r. Kanyra, 2-oi AsToMoSunbHLIA Nnpoean, A.5

BropuuHas/noTpebutensckan 3AO «Bepnun-dapmar, Poccus
ynakoeka 248926 r. Kanyra, 2-oit ABToMOGUNbHBIA Npoesa, 4.5
MpouseoauTens (Boinyckarowmii 3AO «BepnuH-dapman», Poccus
KOHTpOMNb KayecTsa) 248926 r. Kanyra, 2-oit AeTomoBunbHLIN npoesa, A.5

Homep 1 aaTa perucTpaumoHHoOro M N015546/01 or 08.05.2009
yACCTOBEPEeHUA Dara nepeochopmnenun 30.11.2020

HaumenosaHue 1 agpec aepxatens | Bepnun-Xemu AT, Fepmanus,
PEerucTpaLmnoHHoro yaocToBepeHus Glienicker Weg 125, 12489, Berlin, Germany

HopmaTtusHasn gokymeHTaums HO N N015546/01-301120

HACTOALUM OOKYMEHTOM Mbl NOATBEP)XOAEM:

= MPOM3BOACTBO, XPaHEHWEe W KOHTPOMb BbILUEYKA3AHHOW CepuW rOTOBOW NPOAYKUMM OCYLLECTBNEHbl B
COOTBETCTBUM C TpeGosaHuAMM npukasa MuHnpomTopra Poccum ot 14 mioHs 2013 r. N 916 «[pasuna
Haanexatle# NpoMU3BOACTBEHHOW npakTWku» (B ped. oT 18.12.2015) u pewenws Coseta Eepa3uiickoit
SKOHOMU4ECKON komuccum ot 03.11.2016 N 77 «O6 yTeepxaernn MNpasun Hagnexalei npou3BoACTBEHHOM
NPaxkTUKn EBPasuickoro 3KOHOMWUYECKOro Co3an

- CEepus nekapCTBeHHOro npenapaTta COOTBETCTByeT
rocyfapcTBEHHON perucTpauuu

yCTaHoBneHHeIM npun  ero

//‘.;..-,
YnonHomouyeHHoe nuuo  Karaesa E.M. ,.f"..?“ ] \
CeeaeHnn 06 aTTecTaumm "; ,'" ' W 224 M
Mpukas Munaapasa Poccum Ne 230 ol T8
ot 19.03.2021 \% (&
\‘Ik_n ____,Mﬁz,‘i}", CrpaHuua 1 u3 1
3AO «Bepnun-Gapmar, 248926, r. Kanyra, 2-ii ABToMOBUAERGLILTIDOESA, 4. 5  OTPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WMHH: 7714033558

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




BEPJ/INH-ODAPMA
MEHAPHUHH

MACMOPT Ne 86 - 2022

Bpomrekcun 8 Bepnun-Xemu, TabneTkun, NOKpLITEIe 060NMOYKON 8 Mr

Haisrnonns (koHTYpHan A4enkoBan ynakoska (Gnucrep)) 25x1 (nauyka KapToHHaR)
Konuyecteo notpeb.

Homep cepuu 0030122 YNaKoBOK B CepuM 131 566

fara nsrotoBnexns 12.2021 FoaeH Ao 12.2024

MponsBoACTBO roTOBOW NeKkapcTBeHHO hopMbl

3A0 «BepnuH-®apmar, Poccus

MepeuyHas ynakoeka

3A0 «BepnuH-®apmax», Poccun

BropwuHan / notpebuTensckan ynakoska

3A0 «bepnun-dapmar», Poccus

Mpoussogurens (Bbinyckatowuii KOHTPONb Ka4ecTea)

3A0 «bepnur-®apma», Poccus

AHanus ebINONHeH no

H M N015546/01-301120.

MNpwn Temneparype He Boiwe fara npoeepneHns
Ycnosus xpaHeHus 27.01.2022 - 03.02.2022
P 25°C aHanusa
MNokasatenwu Hopwmebl Pe3ynbraThbl
TabneTku, nokpuiTeie obonoukoi or TabneTkn, nokpuiThie 060N0UKON OT XeNTOro 40 3eneHoBaTo-
OnntEI XENTOoro A0 3eNeHOBATO-KEeNToro MENTOro UBETA CNerka ABOAKOBLINYKNbIE ¢ NouTH GenbiM A -
upBeTa cnerka ABOAKOBLINYKNbIE G powm.
nouti GeniM appom.
Bpems yAepKUBAHWA OCHOBHOTO NWka | BpemA yAepXnBaHWA OCHOBHOrO NUKa Ha XpOMaTOrpamMme
Ha XpOMaTorpamMme UCNLITYEMOro MCNBITYEMOTO pacTBopa COOTBETCTBYET BPEMEHU YASPKUBa-
pacTeopa 40NXKHO COOTBETCTBOBATE HUA OCHOBHOrO NKKa HA XPOMAaTOrpamMMme CTaHAapTHOro pac-
BPEMEBHU YASPXUBAHUA OCHOBHOMO TBOpa GpoMrekcMHa rMaPOXNOPUAA.
n1Ka Ha XxpomaTorpaMme CTaHAapTHO-
T — ro pacTeopa 6poMrexcHHa rmapoxno-
pvaa.
YO-cnexTp nornoweHus uenbityeMoro | 250 HM
pacrteopa B o6nactu ot 220 40 400 UM
AOMKEH UMETE MAKCUMYM NOrnoLe-
HWUA NPU ANUHE BONHLI 248 + 2 HM.
CpeaHns macca:
CReanan macch 0,100 r £ 15 % (0,085 - 0,115 ) 0,095
PacnagaemocTs He Gonee 30 muun 4 MuH
He meHee 70 % (Q) GpoMrekcnnHa
PacTeoperue rugpoxnopuaa Yepea 30 MuH, 99 %
Mpumect E - ve Gonee 0,3 %; <03%
Tioban eauHudHan HeugeHTuduumpo- | < 0,2 %
PoacTeeHHLie npumecu BaHHanA npumeck — He Gonee 0,2 %,;
Cymma HenaeHTWhMLNPOBAaHHLIX <0,5%
npumeced ~ He Gonee 0,5 %;
Cymma npumeceil — He 6onee 0,5 %. <05%
MapameTp npuemnemoctu gna 10 3,8 (ana 10 eanHmL)
ennHUY Ac3npoBanna S 15,0,
OpHopoaHoCcTs MapameTp npuemnemoctu gna 30 -
B 03UPOBAHKA eAnHUY Ao3upoBaHmua S 15,0, n HK
0AHa W3 84NHNLY R03UPOBAHUA He
meHee 0,75M u He Gonee 1,25M.
MukpoGuonoruueckas Kateropus 3A: Kareropus 3A:
JneToTa:
- O6uwee uucno aspobHbix | He Gonee 10° KOE B 11 (Mn) < 10 KOE B 1 r {mn)
MWUKPOOPraHU3amMos
- OBwee yucno ApoxoKe- He Gonee 10°KOE B 1 1 (Mn) <10KOE B 1r{mn)

BbiX W NnecHesblx rpubos
— Escherichia coli

orcytcrene B 11 (mn)

Ovcytereyer B 11 (mn)

KonwnuecTteeHHoe
onpepeneHue

Or 76 Mr go 84 mr GpomrexkcuHa
ruapoxnopuaa B Tabnertke

(oT 95 % Ao 105 % oT 3anBNEHHOMO
COAGPKAHUA).

7.8 mr
(97 %)

Crpannua 1 ms 3

3A0 «bepnun-Papmaxr, 248926, r. Kanyra, 2-i AsTomoBunbHbIA npoesa, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500. cbakc: +7 (4842) 809-501

OrPH: 1027739581968
WHH: 7714033558
Knrn: 402901001



BEPJINH-®APMA
MEHAPHUHH

MACMOPT Ne 86 - 2022

HavmeHoBaHue

Bpourexcun 8 Bepnun-Xemu, Tabnerku, nokpbiTbie 060n04koi 8 Mr

(xoHTypHas sveiikoBan ynakoBka (6nuctep)) 25x1 (nauka KapToHHan)
Konuyecteo novpe6.
Homep cepuu 0030122 YNAKOBOK B CEpHH 131 566
Nara uarotoBnexHus 12.2021 lopew no 12.2024

1pou3BOACTBO roTOBOI NeKkapcTeeHHOW OPMbI

3A0 «bepnux-®apmar», Poccus

MepBuyHas ynakoska

3A0 «BepnuH-®apmar», Poceus

BropuyHas / notpeburtensckan ynakoeka

3A0 «Bepnun-dapmar, Poccus

Mpouasoantent (Beinyckarolmii KOHTPONb KayecTsa)

3A0 «Bepnux-dapmar, Poccus

AHanu3 BbINONHEH no

HA N N015546/01-301120.

rlplﬂ Temneparype He BbilLe LlaTa nposegeHunA
aHeH 27.01. - 03.02.2022
Ycnosua xpaHeHus 25 °C A e 01.2022 - 03.02
MokasaTenm Hopmbi PeaynbTathbl
Mo 25 Tabnetok B KOHTYpHOIk Aveiiko- | Mo 25 TaBneToK B KONTYPHON RYERKCBOR ynakoeke (6nucrep)
BoA  ynakoske  (Gnuctep) M3 | ua NBX/donbra aniomuHuesas,
Vi NBX/onera aniomuxuesan. Mo 1 6nucTepy ¢ MHCTPYKLUEH NO NPUMEHEHHIO NPenapaTa B
Mo 1 Gnucrepy ¢ HCTPYKUMel no KapTOHHOW naudke.
NPUMEHEeHWNIO NpenapaTa B KAPTOHHOW
nadke,
Ha 6nucrepe Ha pycckom s3bike | Ha Gnucrepe Ha pyccKOM A3bike yKasaHo:
YKaablBaIoOT!
> norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
CHEMIEMENARINI» (Ha naru-
Huue)
»  ToOproBoe HaumeHoBaHWe npena- | TOProBO@ HauMeHOBaHWe npenapara
para
»  MeXAyHapoAHOB HenaTeHToBaH- | MEXAYHapOAHOE HeNaTeHTOBAHHOE HAUMEHOBAHWE
HO@ HauMeHoBaHWe
> NexapcTEEHHYI0 hopmy nexapcTeeHHan hopma
»  O3NPOBKY AO3NPOBKA
» HOMEp cepuu 0030122
»  «rogeH po...» 12.2024
Mprmeyanne: Ha NpoUIBOACTBEHHYIO | MpUMEYaHUe: Ha NPOU3BOACTBEHHYIO ynakoBKy
yNakoBKy MOIYT HAHOCHTLCR:
Mapkuposka > HeBUAWMbBIE SHAKW 3aLMThI HaHeCeHbl HEBMAUMBIE 3HAKKM 3aLUTBI

Ha kapronHoW nauxke Ha pycckom

A3bIKe YKA3LIBAKOT:

» HaumeHoBaHue
NPOW3BOAWTENS, CTPAHY

»  norotan «BERLIN-
CHEMIE/MENARINI» (Ha natw-
Huue)

»  TOproBoe HauMeHOBaHWe npena-

para

MEXAYHapPOAHOE HeNnaTeHToBaH-

HOE HaNMEHOBaHWe

nexapcTeeHHyo copmy

AO3UPOBKY
KonuyecTao TabneTtok B ynakoeke

UpPMEI-

A4

cofepxaHue AeilcTByiolero
BeLlecTea B 0AHol TabneTke
«CogepxuT NakTo3y, caxaposy,
FNIOKO3HbIA CMpon»

»  YCNOBWA XpaHEHWA

¥ Y v VvV V¥

Ha KapTOHHOM nayke Ha PYCCKOM A3bIKe YKA3aHO:

HauMeHoBaHKe DUPMbI-NPONIBOAUTENSA, CTPaHE

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

TOproeoe HauMeHoBaHwe npenapara
MeXAyHapoAHOe HenaTeHTOBaHHOE HAUMEeHOBaHKe

nekapcreeHHas opma

AO3UpOBKa

KonnuecTeo Tabnerok B ynakoske

coAepxaHue AeicTBYIOLero BelwecTsa B oagHoA TabneTke

«COABPXKMT NaKTO3Y, Caxapo3y, FMOKOIHLIA cHpon»

YCROBHA XpaHeHun

Crpanuua 2 ns 3

3A0 «bepnuH-®apma», 248926, r. Kanyra, 2-# AsTomoBunbHbIA npoesa, 4. 5

e-mail: reception_kaluga@berlin-chemie.com

Tan -

+7 [ARADY QNA_RNN rhavn: +7 (ARAD) QNA_ANA

WHH:
U4ning

7714033558
Anm2an1nn4

OrPH: 1027739581968



BEPJINH-®DAPMA
MEHAPHUHU

NACNOPT Ne 86 - 2022

HaumexoBanue

Bpomrekcux 8 Bepnun-Xemu, Tabnetku, NOKpbITbie 0BONOYKONH 8 Mr

(xoHTypHas sveiikoBas ynakoska (6nucrep)) 25x1 {nayka kapToHHan)
Konuyecteo notpeb.
Homep cepuu 0030122 YNaKoBoK B cepuil 131 566
[ara usrorosnexvs 12.2021 FogeH oo 12.2024

lpoN3BOACTBO FOTOBOI NEKAPCTBEHHOI hOPMbI

3A0 «bepnun-dapma», Poccus

MepsuyHan ynakoeka

3A0 «Bepnun-dapmay», Poccus

BropuuHas / norpebutensckan ynakoska

3A0 «Bepnun-dapmay, Poccus

lNponssogurens (Beinyckalowuit KOHTPONb KayecTsa)

3A0 «Bepnun-dapmas», Poccus

AHanwu3 BbINOMHEeH no

HA N N015546/01-301120.

Ycnosus xpaHeHust

lNpu Temnepatype He Bblilwe
25°C

HAata  nposepeHus _
aHanusa 27.01.2022 - 03.02.2022

MNMokasaTenu Hopmbi PeaynkTarsi

> «CobniopaTe WHCTPYXUMIO NO «Cobniopate VHCTPYKUMIO N0 NPUMEHEHNIO Npenapara, kaTopas
NPUMEHEHNIO Npenapara, KoTo- HaXOAUTCA BHYTPY YNaKoBKu»
Pas HaxoAUTCA BHYTPH ynaxos-
Kn»

> «llekapcTeerHoe cpejcTeo «JlekapCTBeHHOE CPeACTBO XpaHWTb B HEAOCTYNHOM ANA A4e-
XpaHnTb B HEAOCTYNHOM 4NA Tell Mecrely
Aetei mecrely

> «OTxapkueaowee MyKonuTHYe- «OTxXapkuBaloLLee MyKONUTUYECKOE CPeACTEOR
CKOE CPeACTBO»

P HOMEp PerucTPaLUOHHOrO y40- HOMEep PerucTpaunoHHOro yA0CTOBEPEHUA
CTOBEPEHURA

> YCAOBUA OTNyCKa YCNOBUA OTNyCka

»  HOMep cepuu 0030122

> AaTy U3roTOBNEHWA 12.2021

> «lOAeH A0 12.2024

> Wwrpux-Koa WTPAX-KOA

> «[Ans npuema BHyTpb» «fins npuema BHYTpL»

MNpumeyaHue: Ha NPoU3BOACTBEHHYIO MpumeyaHue: Ha NPOM3BOACTBEHHYIO YNaKoBKy

YNaKOBKY MOTYT HAHOCUTLCS:

> HeBWAUMbBIE 3HaKM 3aLuThI HaHeCeHb! HEeBUAWMBIE 3HaKW 3aLMTsl

> NpoOW3BOACTBEHHbLIE KOABI HaHeCeHbl NPOMIBOACTBEHHLI® KOAbI

»  3TWKETKa KOHTPONA Nnepaoro H@ HaHeCeHa 3TUKeTKa KOHTPONA NePBOTO BCKPLITUA
BCKPLITUA

P CpeacTBa MABHTUCHUKALMN CH- HaHeceHb! CpeACTEa UABHTUDHKALIMK CUCTEMbI MOHWTOPUHTA
CTeMbl MOHUTOPUHIA ABKEHNA ABWKEHUA NEeKapCTBeHHbIX NPpenapaTos
JIeKapCTBEHHBIX NPenapaTos

CpoK rogHocTi 3ropa 3rona

T —

3aknouenue: coomercmye‘r/’%oi;aum
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N015546/01-301120 no Bcem nokazaTenam.

Farnowsunu A.A. 0302 W

(nara)

CrtpaHuua 3 u3 3

3A0 «Bepnun-dapmay, 248926, r. Kanyra, 2-i ABTOMOBUNbHbINA npoeag, a. 5 OrPH: 1027739581968

e-mail: reception_kaluga@berlin-chemie.com
Tan * +7 (ARA) QNA-ANN rhawn +7 (AR4A2) QNG.&N1

MHH: 7714033558
KMn-  4n2an1nn4



