' BEPJINH-®APMA
M4/ MEHAPUHM

NOATBEPXOEHUE COOTBETCTBUA
Ne 983 — 2021

ToproBoe HaUMeHoBaHMe Mpocramon® Yko

MexayHapoaHoe HenaTeHToBaHHoe

ManbMbl NON3yYei NNOAOB aKCTPaKT

HauMeHoBaHue
Popma Bbinycka Kancynsl, 320 Mr (6nucrtep) 15x6 (nauka KapToHHanA)
Homep cepuu 0131121

Konunyectso noTpebutennekux 24 833

yNakoBOK B cepuu

[ara usrotoBnexus 06.2021

Cpok rogHocTH 06.2024

MpouseoacTeo roToBo# KaTaneHT Mepmakus 36epbax Mi6X, MfepMaHus
nekapcreeHHowi opMbl Gammelsbacher Str. 2 69412 Eberbach, Germany

MepeuyHas ynakoska

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

BropuuHaa/notpeburenbckas 3A0 «Bepnun-dapmanr, Poccus
ynakoBka 248926 r. Kanyra, 2-oi AsTomoBunbHbill npoesa, 4. 5
MpoussoauTens (Beinyckarowymi 3A0 «Bepnun-dapmar, Poccus
KOHTpPONb Ka4yecTea) 248926 r. Kanyra, 2-oit AeToMOBMNbHLIA Npoess, A. 5

Homep 1 gata perucTpayuoHHoro M N012255/01 or 29.12.2010
yAOCTOBEpEeHUA [ata nepeochopmnerus 06.02.2018

HaumeHoeaHue n agpec gepxarens | 3A0 «BepnuH-®apma», Poccus
PErucTpaLMoOHHOrO yAOCTOBEPEHUA 248926 r. Kanyra, 2-oit AsToMoBunbHbIit Npoesa, a. 5

M N012255/01-060218; Mam. Ne 1 M N012255/01-180718;

HopmaTusHan AokymeHTaLuA Wam. Ne 2 M N012255/01-090919; Wam. Ne 3 N NO12255/01-140120.

HACTOAWMM NOKYMEHTOM Mbl NOATBEPXOAEM:

YnonHomoueHHoe nuuo  Kataesa E.M.

Caeaenus of atrecTauuu
Mpukas MuH3ppasa Poccuu Ne 230
or 19.03.2021

NPOU3BOACTBO, XPaHEHWe W KOHTPONb BbilLeYKA3aHHOW CEpUM FOTOBOW NPOAYKUUW OCYLIECTBNEHL! B
cooTBeTcTBUU ¢ TpeGosaHuamu npukasa MuHnpomtopra Poccuu oT 14 uioHa 2013 r. N 916 «Mpaewna
Hapnexaiwei npowW3BOACTBEHHOM npakTuku» (B ped. oT 18.12.2015) u pewenus Coseta EBpasuitckoil
3KoHOMUYecKkoh komuccuu oT 03.11.2016 N 77 «O6 yTeepxaeHuu Mpasun Hagnexaten npon3soacTBeHHON
NpaKkTUKM EBpasnitickoro 3KOHOMUYECKOTo COoo3a )
cepus  NekapcTBEHHOro npenapata  COOTBETCTBYEL . AR YCTaHOBNEHHBIM  NpU  ero
rocyaapCTBEHHOIM perucTpaumm ' NG

LL AL RO

Aata

Crpanuya 1 ms 1

3A0 «BepnuH-bapmax, 248926, r. Kanyra, 2-i ABTOMOBUNLRERFAPGE3A, 4. 5  OFPH: 102773958196€
e-mail: reception_kaluga@berlin-chemie.com WMHH: 7714033558
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KMn: 402801001




BEPJIUH-®APMA
MEHAPUHHA

NACOPT Ne 983 -2021
HaumeHoBaHue I'IpocramonE YHo, kancynbi, 320 mr (6nncTep) 15x6 (navka KapTOHHaA)
Homep cepuu 0131121 KonuuecTso notpeb. 24 833
YNakoBOK B CepuM
Jara n3rotoenexus 06.2021 lopeH oo 06.2024

MpoM3BOACTBO rOTOBOM NEKAPCTBEHHOM (HOPMbI

KaraneHT Mepmanna 6epbax MMEX, MepmaHus

MepBuyHas ynakoeka

3A0 «bepnun-dapmar», Poccus

BropuuHan / notpebutenbckan ynakoska

3A0 «Bepnun-dapmar, Poccun

MpoussoauTens (BbinyCKaIOLMA KOHTPONb Ka4ecTsa)

3A0 «Bepnun-dapma», Poccus

AHanw3 BLINONHEH No

HZ M N012255/01-060218, Uam. Ne 1 M N012255/01-180718;
Wam. Ne 2 I N012255/01-090919; Wam. Ne 3 N N012255/01-140120.

YcnoBusi XpaHeHus

Mpu TemMnepaType He Bbllue

[lara npoBefeHus

03.11.2021 - 16.11.2021

25°C aHanuaa
MokasaTenwn HopMbi Pesynbrarbl

OnucaHue OBanbHbIE MAMKME KenaTuHOBbie Kancynbl o | OBanbHbie MATKWe )KeNaTMHOBbIe Kancynel €O
CBETOHENPOHULAEMOR ABYXUBETHOW KpacHo- CBETOHENpOHUL@EMO#  ABYXLIBETHOR  KpacHo-
yepHoi 06onouKoi. uepHoi 06ONOYKOH. Co-
Cogepmumoe Kancynbl: AepXnmoe Kancynbl: Senenoaa'ro-uopuqﬂesan
3eneHOBATO-KOPUIHEBEA XNAKOCTb C XapakTep- | KUAKOCTb C XapakTepHLIM 3anaxoMm
HbIM 3aNaxom.

MoANMHHOCTL

nanbmbi NON3yyed nNNOACE
3KCTpaKT

NaypuHOBAR KMCNoTa

CTepuHbl  (B-CUTOCTEPUH,
KamnecTepuH, CTUrMacre-
pHH)

Monocel (3oHbl aacopbuuu) Ha xpomarorpavme
ucneiTyemoro pactescpa no Ry, UBETY W MHTEH-
CMBHOCTH ACMKHBI COOTBETCTEBOBaTL nonocam
(3oHam apcopbuun) Ha XpomaTtorpamme CTah-
AApTHOrO pacTsopa 3KCTpakTa Wa NNOACB Nank-
Mbi nonsyqei.

Bpems yAepXusaHua MeTHNOBOro agupa nay-
PUHOBOA KMCNOTBI HA XPOMarorpamMMe UCnbITy-
eMOoro pacTeopa AOfXHO COOTBETCTBOBATL Bpe-
MEHW YAEPKUBAHWUA METUNOBOro acupa naypu-
HOBOW KMCNOTbl Ha XpOMaTOrpamme CTaHAapT-
HOro pacTeopa.

BpemeHa yAepXuBaHWA CUNUNUPOBAHHBIX Npo-
W3IBOAHBIX CTEPUHOB Ha XpomarorpamMme Ucnbl-
TYEMOro pacTeopa AOMXHbI COOTBETCTBOBATL
speMeHam  YAEPXUBEHWA  CUNUNUPOBAHHLIX
NPOU3BOAHbLIX CTEPUHOB Ha Xpomarorpamme
CTaHAApTHOTO pacTBopa.

Monocei (30l aacopbuumu) Ha xpomarorpamme
vcneityemoro pacteopa no Rf, UBeTy U MHTEHCHB-
HOCTM COOTBETCTBYIOT nonocam {(3oHam aacopG-
LMK) Ha Xpomarorpamme CTaHAapTHOro pacTeopa
IKCTPAKTE U3 NNOAOCB NanbMbl NONsyyed.

Bpema yAepXUBaHWA METHNOBOrO acupa naypu-
HOBOW KACNOTHI Ha XPOMaTorpamme MCNLITYEMOro
pacTeopa COOTBETCTBYET BPEMEHW YAEpKUBaHUA
MEeTUNOBOro 3¢hUpa NaypUHOBORA KWCNOTI HA Xpo-
MaTorpamMme CTaHAapTHOro pacteopa.

BpemeHa YAEPXUBEHWA CATMNMPOBAHHBIX MPOU3-
BOAHBIX CTEPUHOB Ha XPOMAaTOrpamMme UCnbITye-
MOro pacTeopa COOTBETCTBYIOT BpeMeHam yAep-
WUBAHUA CUNUNUPOBAHHLIX NPOU3BOAHLIX CTEPH-
HOB Ha XPOMATOTPaMMe CTaHAAPTHOro PacTeopa.

OAHOPOAHOCTL Macchl

CpesHAA Macca COABPXUMOro Kancynbi:
320,00 mr
18/20£7.5%

2/20 + 15 % OT paccYUTaHHO| CpeAHeR Macch

320,09 mr
Or-37%a0+3,7%

PacnagaemocTb

He Gonee 30 MuH

8 MUH

MepoxcuaHoe Yueno

He Gonee 5

7

MukpoGuonoruyeckan YucToTa:

Oflee umcno  aapobHbix

MUKPOOPraHu3Mos
Oblee 4ACNO APONOKEBLIX
¥ nnecHesbix rpubos

OnrepobaKrepuis, YCTOWYM-
BbiX K Xen4yu

Escherichia coli
Salmonella spp.
Staphylococcus aureus

Kateropus 3b
He 6onee 10* KOE 8 1 r (Mn)

He 6onee 10° KOE & 1 r (mMn)
He Gonee 10°KOE & 1 r (mn)

Orcyrcrane B 11 (Mn)
Ortcyrcrene 8 10 1 (Mn)

Orcyverene 8 11 (mn)

< 100 KOE B 11 (MN)
<100 KOE B 1 r (mn)
<10 KOE 8 1 r (mn)

OvcytcreyeT B8 11 (MN)
Orcyrcreyet B8 10 r (mn)
Orcyrcreyer 88 11 (Mn)

Crpanuua 1 13 4

3A0 «bepnun-bapman, 248926, r. Kanyra, 2-i# ABTOMOBUNBHBIA Npoesn, A. 5

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

OrPH: 1027739581968
WHH: 7714033558
Knn: 402901001




Ad

BEPJINH-®APMA
MEHAPUHU

NACTOPT Ne 983 -2021
HanmeHoBaHve l1pot:'ra|\.|on6 YHo, kancynsi, 320 mr (6nucTep) 15x6 (nauxa kapToHHan)
Homep cepun 0131121 Konuuecteo notpe6. | 24 833
yNakoBOK B CEPUK
[lata u3roToBneHna 06.2021 logeH po 08.2024

Mpou3BOACTBO rOTOBO NEKapcTBeHHO! hopMbl

KartanexT Mepmanus Ibepbax MwbX, Mepmanus

MepenyHas ynakoeka

3A0 «bepnun-Papma», Poccun

BropuyHas / noTpeGuTensckas ynakoska

3A0 «Bepnun-®apmar, Poceus

MpoussoauTens (Beinyckalowwui KOHTPONb kavyecTsa)

3A0 «Bepnun-®apma», Poccus

AHanu3 BbINONHEH No

HA N N012255/01-060218, Wam. Ne 1 I N012255/01-180718;
Mam. Ne 2 N N012255/01-090919; WUam. Ne 3 M N012255/01-140120.

Ycnosus XpaHeHus

lNpu TemnepaType He Bbilue

[arta nposefeHus

03.11.2021 - 16.11.2021

25°C aHanusa
MokasaTenw Hopmbl Pe3synbTaTthl
KonuyectseHHOE onpeAeneHune:;
- Copepxanue  IKCTPAKTA | Oy 273,60 mr o 336,00 wr akcTpakra nnogos | S18.82Mr
MA1I0A08 NANbMbI NON3YYEN B | nanpmil nonsyveid & 1 kancyne
Kancyne (paccuuTaHHoe no
MapKepHOMY BelwecTsy na-
YPUHOBAA KUCNOTA)
- Copepxanue naypuHosoit | OT 70,0 Mr o 101,0 mr naypuHosoi kucnotel 8 | 91,5
KUCNOTbl B Kancyne 1 kancyne
- O6lee cogepwanue crepu- | OT608,0 mkr go 1680,0 mkr cTepuros B 1 kan- 1080,9 mxr
HOB: CymMma B-cutocTepuHa, | cyne
KaMnectepuHa, cTUrmacre-
puWHa; paccuuTaHHan Kak B-
CUTOCTEPNH
—  Copepxanwe B kancyne B- | Ot 456,0 mkr ao 1176,0 mkr B-cutocTepuHa s 1 730,7 mxr

CUTOCTEpHHA

kancyne

Ynakoeka Mo 15 kancyn B Gnuctep (MBXMBAX/donbra | Mo 15 kancyn 8 Gnnctep (MBXMBAX/onsra anio-
anioMWHKeBasn). MUHWeBan). Moé
Mo 6 6NMCTEPOB ¢ MHETPYKUWER NO npuMeHeHuo | BNUCTepOB C MHCTPYKLueR no NpUMEHEHWIo B kap-
B KapTOHHOW nayke, TOHHOA Nayke.

MapkupoBka Ha 6nucTepe Ha pyCCKOM A3bIKe YKa3bIBaKOT: Ha BnucTtepe NpUCyTCTBY8T HAANMUCL!:

»  TOproBoe HawmeHoBaHue npenapara’

»  norotun «BERLIN-CHEMIE/MENARINI»
(Ha naTuHUUe)
rPYNNUPOBOMHOE HAUMEHOBaHKe

AO3UPOBKY
NexapcTBeHHYI0 hopmy

vV ¥V ¥V V¥

HOMEp Cepuu
» «FOfiIEH A0...»

Mpumeyanne:
Ha  MPOW3BOACTBEHHYID
HaHOCHTLCA:

YNaKkoBky — MOryT

» HEBUWAWMBIE 3HAKW 3aLLMTBI

Ha KapTOHHOW Nauyke Ha PYCCKOM RA3blke

YKa3biBaoT:

»  HaumeHoBaHWe (MPMbI-NPON3BOAWTENA,
CTpaHy

TOproBoe HauMeHoBaHue npenapara®

norotun  «BERLIN-CHEMIE/MENARINI»  (Ha

natuHuue)
rpynnUpoBovHOe HauMeHosaHwe

AO3IUpOBKa
neKkapcTeeHHan gopma
0131121
06.2024

MpumeuaHue:
Ha NPOWU3BOAGTBEHHYIO YNaKoBKY

HaHeceHbl HEBUAMMbBIE 3HAKU 3aLLWTLI
Ha KkapTOHHOM NayKe NPUCYTCTBYET HAANUCE:

HanmeHoBaHue PUPMbI-NPOU3IBOANUTENSA, CTpaHa

Crpannua 2 u3 4

3A0 «Bepnun-dapmar, 248926, r. Kanyra, 2-it AeTomoBunsHbIiit npoeag, 4. 5

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

OrPH: 1027739581968
WHH: 7714033558
Knn: 402901001



BEPJ/IUH-OAPMA

Ad! MEHAPUHH

MACTOPT Ne 983 -2021
HaumeHoBaHue Mpocramon® Yuo, kancynbi, 320 mr (6nucTep) 15x6 (nauka KapToHHas)
Homep cepum 0131121 Konwuecteo notpe6. | 24 833
ynakoBoK B cepum
[ara usrotosnexus 06.2021 logex po 06.2024

lMpon3BoACTBO roTOBOI nekapcTBeHHOH hopmbl

KaranenT Mepmatns 36ep6ax Mm6X, I epMaHus

MepeuyHas ynakoska

3A0 «BepnuH-®apmay, Poccus

Bropuunas / notpeburensckas ynakoeka

3A0 «Bepnun-dapma», Poccus

MpoussoauTens (Boinyckaowmii KOHTPONb Ka4ecTsa)

3A0 «Bepnun-dapmas, Poccust

AHanus BbINONHeH no HA M N012255/01-060218, Uam. Ne 1 N N012255/01-180718;
Wam. Ne 2 M N012255/01-090919; Uam. Ne 3 N012255/01-140120.

YCnoBus xpaHeHus [lpi Temnepatype He Beilue | [lata nposeaenus 03.11.2021 - 16.11.2021
25 °C aHanusa
MNokasarenu Hopmbi Pesynbrartsl

Y ¥V V Vv Vv v v

> HauMeHoBaHue
ocylwjecTensowe
KOHTPONb KaYecTsa, CTpaHy

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

»  Toprosoe HauMeHoBaHWe npenapara® TOproBoe HaumeHoBaxue npenapata®

»  NeKkapcTeeHHyio hopmy NekapcTeeHHan copma

> KONMMYECTEO KAancyn B ynakoBke KOJTW4ECTBO Kancyn B ynakoeke

> «[ins npuema BHYTpb® «[ANA npuema BHYTpLY

> «[Joauposka: no 1 kancyne B CYTKu» «[loauposka: no 1 kancyne B CyTKU»

» coaepxaHue AeifcTBYOLLEro sewecTsa coAepxaHue JenCTBYIOWEro BewecTsa B 1 kan-
OAHOW kancyne cyne

»  rpynNuUpOBOMHOE HAUMEHOBAHWe TPYNNUPOBOYHOE HaMMEHOBaHKE

> AO3MPOBKY AO3upoBKa

»  ycnosus XpaHeHWs YCNoBuA XpaHeHus

» «CopepnT  kpacuTens  NyHUOBbIA «CopepwuT KpacuTens nyHLOBLIA [Monco 4R]»
[Monco 4R]»

» «Cobnwogare WHCTPYKUUIO no | «CobniogaTs MHCTPYKUMIO MO NpPUMEHEHMIO npe-

NPUMEHEeHUI npenapara,
Hax0AUTCR BHYTPWU YNakoBKu»

» «flekapcTeeHHoe cpepcTBo XPaHWTL B «JlexapcTeenHoe cpeacTBo XPaHUTb B Hejo-
HeAOCTYNHOM ANA AeTeil mecTtely CTYNHOM ANs geTel mecrel»

perucTpauyuoHHbIR HoMep

ycnosua ornycka
HOMEp Cepuu

A2TY M3roTOBNEHURA
&TOAEH A0...»
WITPUX-KOA

«Cpeacteo
NpeacTaTenbHON enesbi»
Npumeuanue: Ha NPON3BOACTBEHHYIC ynakosky | MpumeyaHue: Ha NPOU3BOACTBEHHYIO YNaKosKy
MOrYT HAHOCUTBCA

Ana

»> HEBUANMbBIE 3HAKHW 3aLNTBI

»  NpOW3BOACTBEHHBIE KOALI

BLINYCKAOWMA | NyCKalOLWMA KOHTPONb KaJvecTsa, CTpaHa

DUPMBI, | HAUMEHOBAHWE (UPMBI, OCYLLECTBNAWGH Bol-

KOTOpas naparta, KOTopas HaxoauTcA BHYTPW YNakoBKu»

PerucTpauuoHHLIA HoMep
YCNoBMA oTnycka
0131121

06.2021

06.2024

WITPUX-KOA

nevetun | «CpeacTeo ANA neveHus NpeAcTaTencHol Xene-
Sbiy

HaHeCeHbl HeBUAUMbBIE 3HaKWN 3aLLUTh

HAHECeHELI NPOU3BOACTBEHHbIE KOAbI

Crpanuya 3 ua 4

3A0 «bepnux-dapman», 248926, r. Kanyra, 2-4 ABToMoBuUnbHIR npoesa, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500. chakc: +7 (4842) 909-501

WHH: 7714033558
Knn: 402901001



BEPJINH-®APMA
MEHAPUHHA

MAGMOPT Ne 983 -2021
HavmeHoBaHue Mpoctamon® YHo, kancynbl, 320 mr (6nucrep) 15x6 (nauka KapToHHas)
Homep cepun 0131121 Konuuecteo notpe6. | 24 833

YNaKOBOK B CEpUK

[ara narotoenenus 06.2021 [ogeH go 06.2024
lpon3BOACTBO rOTOBOI NEKAPCTBEHHOI hOPMBI Karanent Mepmanus 36epbax MMEX, Mepmanus
MepBuyHas ynakoska 3A0 «bepnuH-dapman», Poccus
BropuuHas / notpeburensckan ynakoska 3A0 «bepnuH-®apman, Poccus
MpoussoauTens (Boinyckarowmii KOHTpONs kavecrea) 3A0 «Bepnun-dapman», Poccus

AHanua ebinonHeH no HO M N012255/01-060218, W3m. Ne 1 1 N012255/01-180718;
Mam. Ne 2 1N N012255/01-090919; Uam. Ne 3 M N012255/01-140120.

YCNOBUA XpaHeHHs (1o TeMnepaType He Bbilue | [ata nposeseris 03.11.2021 - 16.11.2021
25°C aHanusa
Mokasartenu HopMmbi PeaynbTtaTtsl
»  3TMKeTKa KOHTPONA NEPBOro BCKPRITURA H@ HaHeCeHa 3ITUKeTKA KOHTPONA NepBOro BCKpbI-

™A

>  CpeAcTBa  MAGHTM(IMKALUWA CHCTEMbI | HaHeCeHsl cpeacTsa UABHTDUKALMN  CHCTEMBI
MOHWTODMHIA ABIKEHUA NEKAPCTBEHHLIX | MOHUTOPUHFE ABIKEHUWA NEKAPCTBEHHBLIX Mpena-
npenaparos, paToB.

Cpok rogHocTH 3ropa 3ropa

3aknioyeHue: coorsercTByeT TpeGosanuam HO N N012255/01-060218, U3m.Ne1 N N012255/01-180718;
U3am.Ne2 M N012256/01=090919; W3m.Ne3 M N012255/01-140120 no Bcem nokasarensm.

7, oHUE Og,
A i

16 11, 200
(aara)

HavansHuk OKK

Crpanuua 4 na 4

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-it ABTOMOGUNbHBI npoeag, 4. 5 OFPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
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