BEPJIUH-®APMA
MEHAPUHHA

NOATBEPXAEHWE COOTBETCTBUA

Ne 810 - 2021
ToproBoe HanmeHoBaHue Meaum® dopTe
M TEHTOBaHHO
eXAYHAPOAHO® HENATEHTOBAHHOS | [ oo

HaumeHoeaHne

dopma Bbinycka

tabneTku noKpbiThie OBOMNOuYKOA (KOHTYpHAA AYerkoBas ynakoBka
(6nuctep)) 20x1 (nadka KapToHHARA)

Homep cepuu 1090921

Konu4ecTtso noTpebuTennsckux 75 484

yNaKoBOK B CepUn

[lata naroTosneHus 06.2021

Cpok rogHOCTH 06.2024

Mpou3BOACTBO rOTOBOM BepnuH-Xemu AT, Fepmanus,

nexkapcTBeHHON opMbl

Tempelhofer Weg 83, 12347, Berlin, Germany

MepBUYHan ynakoska

3A0 «Bbepnux-Papmar, Poccus
248926 r. Kanyra, 2-0it ABTOMOGUNBbHBIA Npoesa, A. 5

BropuuHas/noTpebutensckan
ynakoska

3A0 «BepnuH-dapma», Poccua
248926 r. Kanyra, 2-0it ABTOMOGUNbHBIMA npoesg, A. 5

MNpoussoauTens (Buinyckarowmi
KOHTPONb Ka4ecTea)

3A0 «Bepnun-Papma», Poccus
248926 r. Kanyra, 2-oii AsToMOGUNLHEIHA npoesa, 4. 5

Homep 1 aata perncTpalnoHHOro
yAaocToBepeHnA

M N013391/01 ot 06.04.2007
[ata nepeocopmnens 06.08.2019

HawmeHoBaHue U aapec gepxarens
perucTpauroHHOro ya0CTOBEpeHUA

3A0 «Bepnun-dapmar, Poccus
248926 r. Kanyra, 2-0if ABTOMOGUNBHBIA Npoeay, 4. 5

HopmaTtusHas fAOKYMEHTaLUA

HA N N013391/01-060819; Wam. Ne 1 M N013391/01-040620;
Wam. Ne 2 M N013391/01-221220.

HACTOALIMM AOKYMEHTOM Mbl NOATBEPXAAEM:

- NPOM3BOACTBO, XPaHEHWe M KOHTPONb BbiLLEYKA3AHHOA Cepuu OTOBOW MPOAYKUWM OCYLUECTBNEHbI B

cooTeeTcTBMN C TpeboBaHWAMM N
Hapnexalwei NpoW3BOACTBEHHOM

puvkasa MunnpomTopra Poccun OT 14 uioHA 2013 r. N 916 «[lpasuna
npaktuka» (B pea. ot 18.12.2015) n peweHusn Coeerta EBpasuiickoi

3KOHOMMUYECKOH komuccuu ot 03.11.2016 N 77 «O6 yreepxaeHun MNpasun HaanexaLyei NpoU3BOACTBEHHOM
npakTuku EBpasmiickoro 3kKOHOMU4ECKOro Coio3ax»

- cepus  NeKapcTBEHHOro
rocyfapcTBeHHO! perncTpaumnu

YnonHOMOY€HHOe nNuuo
Ceepenna of aTrectayun

Mpukas Muxaapasa Poccuu Ne 230
ot 19.03.2021

npenapara

cooTeeTcTByeT TpeBoBaHWAM, YCTaHOBMEHHbIM Npu  ero

23 08, 27

Aara

CrpaHuua 1 13 1

3A0 «Bepnun-dapman, 248926, r. Kanyra, 2-# ABTOMOBMNBLHLIA Npoesa, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cakc: +7 (4842) 909-501

OrPH: 102773958196€
WHH: 7714033558
Knn: 402901001




BEPJ/INH-®APMA
MEHAPHUHU

MACNOPT Ne810 - 2021

HaumeHoBaHue

Me3um® dopre, TabneTKM NOKPbITLIE OBONOYKOW

(KOHTYpHan AueikoBan ynakoBka (6nuctep)) 20x1 (nayka kapToHHas)
Konuyectso
Homep cepun 1090921 notpe6. ynakosok | 75 484
B Cepuu
[arta waroToBnexus 06.2021 logeH po 06.2024

MpoKU3BOACTBO rOTOBOW NekapcTeeHHoO! hopMbl

Bepnun-Xemu Al, lepmaHns

MepBu4HaA ynakoBka

3A0 «bepnur-Papmar, Poccus

BropuuHan / noTpebuTenbckan ynakoeka

3A0 «Bepnux-®apmayr, Poccus

MpownssoanTensd (BeinycKkalowmil KOHTPOrb kayecTsa)

3A0 «Bepnun-®apma», Poccus

AHanns BbINONHEH NO

HO M N013391/01-060819; Uam Ne 1 M N013391/01-040620;

W3m. Ne 2 N N013391/01-221220.

Ycnoeua XxpaHeHuns

Mpu TemnepaType He BhilLe

Aata npoBeAeHUs | 44 09,2021 ~ 22.09.2021

25°C aHanusa
Moka3zarenu Hopmbi PesynbTaThl

Onucauxue Poaosee, nnockouMnuHapudeckue | Po3osble,  NNOCKOUMNUHAPUYECKME  Tabnetku  NOKpbiTbie
TabneTku nokpbiTble oBonoukod ¢ noutv | 0GonouKo# C NOYTK NnockonapannenbHbiMW NOBEPXHOCTAMU U
nNockonapannensHEIMKU NOBEPXHOCTAMU U | CKOLLIEHHBIMW KPOMKaMM, C XapakTepHeIM 3anaxoMm
CKOLUEHHbIMW KDOMKEMM, C XapakTepHbiM
3aNaAXOM.

MoANMHHOCTL Mpenapat ponked  oHapyxusats | lMpenapat oGHapykuBaeT NMNONUTUHECKYID, aMUNONTUNECKYIO

MaHkpeaTH NUNONUTHYECKYID, EMWUIONMTUNECKYI0 M | M ODLLYIO NPOTEONUTHHECKYIO AKTHBHOCTL

06LLYI0 NPOTEONUTUHECKYIO BKTUBHOCTD

0259r+5%

(0,246 r-0,27271) 0.261r

CpeaHan macca TabneTku u

OfHOPOAHOCTb Macchl 18/205 % Or-2%p0+2%
2/20 + 10 % or paccuuTaHHol cpeagHel | -
MacCh!

PacnagaemocTts He Gonee 60 mun 19 MUH

OnpejeneHne akTUBHOCTH:

- JunonuTudeckan
aKTMBHOCTb

- AMUMONUTHYECKaR
aKTMBHOCTb

~ O6wan
npoTeonuTU4ecKan
aKTWBHOCTb

3150 - 7000 EA. Ph. Eur.
3780 - 7000 EQ. Ph. Eur.
225 - 500 Efl. Ph. Eur.

5310 E[l. Ph. Eur.
4701 EQl. Ph. Eur.
383 EAl. Ph. Eur.

MwukpoGuonornyeckan

uncroTa:

- ObLee uucno
aapobHbIx
MWKPOOpraHuamos

- Ob6wee 4ucno
APONOKEBbIX U
nnecHesbix rpubos

—  OutepobakTepuit,
YCTORUMBBIX K XKENYH

- Escherichia coli

- bBakrepuii poaa
Salmonella spp.
- Staphylococcus aureus

Kareropus 3B

He Gonee 10* KOE B 1 r (Mn)

He Gonee 10°KOE & 1 r (mn)

He Gonee 10°KOE B 1 r (Mn)
Otcyrcreyer B8 1 r(Mn)
Orcyrersyet B 10 (Mn)

OrvcytcreyeT B 1 1 (Mn)

1,4x100 KOE & 1 r (mn)

<10 KOE 8 11 (Mn)

<10 KOE B 1 r(mn)
Orcyrcreyer B 1 r (mn)
Ortcyrcreyer B 10 r (Mn)

OrcyrcTayer B 1 r(mMn)

Ynakoeka

Mo 20 TabneTok B KOHTYPHOI A4EAKOBON
ynakoske (Snucrep) wa NBX/MI/MBOX
nneskn upmer  “Tekni-Plex Gallazzi
S.r.l” Wranua (WA aHAnoOrW4Han) W
chonbru aniomunuesoil no MOCTy 745-
2014 (wnn aHanoruuHan).

Mo 20 TabneTok B KOHTYPHOW A4EiKOBOH ynakoske (GnucTep)
w3 NBX/N3/MNBAOX nnenku dupmet ‘Tekni-Plex Gallazzi S.r.l.”
WUtanua (wnm aHanornunasn) U donbr anioMinHuesoi no MOCTy
745-2014 (wnu aHanoruuHasn). Mo 1 Gnuctepy ¢ MHCTPYKUME#
No NPUMEHeHWIO npenapata B KapToHHOW nauke no FOCTy
33781-2016.

Crpanuua 1 13 4

3A0 «bepnux-dapmar, 248926, r. Kanyra, 2-# ABTomoBUnbHbIA npoesa, A. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cdhakc: +7 (4842) 908-501

WNHH:
KN

7714033558
402901001

OFPH: 1027739581968



BEPJ/IUH-®APMA
! MEHAPHHH

MACMOPT Ne810 - 2021

Meaum® dopTe, TabNeTKM NOKPLITLIE 0GONOYKOI

Hadwsiiosaiue (koHTypHan AvelikoBan ynakoska (6nucrep)) 20x1 (nauka kaproHHan)
KonuyecTeo

Homep cepuu 1090921 notpeb. ynakosok | 75 484
B cepuu

[Nata usroroBnexHun 06.2021 lopeH po 06.2024

MpoW3BOACTBO rOTOBOW NekapcTBeHHON (hopMbI

BepnuH-Xemun AT, Fepmanna

MeperuHan ynakoeka

3A0 «BepnunH-dapman, Poccus

BropuuHas / noTpebutenbckan ynakoska

3A0 «bepnux-dapman», Poccus

MpouasoauTens (BLiNyCKalOWWiA KOHTPOMb KA4ECTEa)

3A0 «bepnun-®apmar, Poccus

AHanu3s BbINOMNHEH No

HO M N013391/01-060819; Uam Ne 1 N N013391/01-040620;

Mam. Ne 2 1 N013391/01-221220.

Ycnosua xpaHeHus

Mpu TeMnepaType He Bbilue

Aara NpoBeaerVs | 44 09 2021 — 22.09.2021

25°C aHanusa
MokasaTenu Hopmbi PesynbTarthi
Mo 1 GnucTepy C WHCTPYKUWed no
NPUMEHEHUK npenapata B KapTOHHOW
na4ke no MOCTy 33781-20186,
MapkupoBka Ha 6nuctepe Ha pycckom saA3bike | Ha 6nucrepe Ha pycCKOM si3blke yKa3aHo!

YKa3abiBaloT:

» TOprosoe
npenaparta «®»
» rpynnupoBOoYHOEe HanMEeHOoBaHWe

HanMeHoBaHue

»  nekapcTBeHHy hopMy
»  aKTWBHOCTL

» coaepxaHue Aeiicreyowero

Beljecrsa ¢ yKasaHuem
thepMeHTaTUBHOR aKTWBHOCTH B
ofaHo# Tabnetke

» norotun «BERLIN-

CHEMIE/MENARINI» (Ha naTunaue)
> HOmep cepuu

»  «roAeH 40...»

Mpumesaxue:
Ha NpPOU3BOACTBEHHYIO YNakoBKY MOryT
HAHOCHTLCA HEBUAWMbI@ 3HAKW 3aWUTLI.

Ha KapTOHHOW nauke Ha pyccKkom
A3LIKE YKA3bIBAIOT!

» HaumeHoBaHne UpMbI
NPON3BOAUTENSA, CTPaHY

» HauMmeHoBaHue hUpMbI,
OCYLECTBNAIOWEH  BbINYCKAIOWMA
KOHTpONb kavecTea npenapara (B
cnyyae OTNMYMA OT  PUPMbI-
NPOV3BOAUTENR), CTPAHY

»  porotun «BERLIN-
CHEMIE/MENARINI» (Ha
natuHuye)

> ToproBoe HaumeHoBaHKue
npenapata «®» (Ha pycckom ¢
aHrnuACKOM A3bike)

» rpynnuposouyHoe HaumeHoBaHWe
(Ha PYCCKOM U @HIMWACKOM A3bIKE)

»  NexapcTBEHHYIO thopmy

TOProBO® HAWMEeHoBaHWe npenapaTa «®»
rpYNNMpOBOYHOE HAUMEHDBaHKe

nexapcreeHHas opma
8KTUBHOCTL

coAepxanue AefCTBYIOLIero BeLeCTsa ¢ YkasaHneM
thepMEHTATUBHOW aKTMBHOCTH B 0AHOA TaGneTke

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

1090921
06.2024

MNpumeyanue:
Ha NPOU3BOACTBEHHYID YNakoBKY HaHeCeHul HeBMAWMbIE 3HAKKW
3aLNThI.

Ha KapTOHHOM Nayke Ha pyCCKOM R3biKe yKa3aHo:
HaumeHoBaHne hUpMbl NPOM3BOAUTENA, CTPaHa
HaumMeHoBaHue UPMLI, OCYLUECTBRRIOWER BbiNyCKAIOLWiA

KOHTpONb KauecTsa npenaparta (B clydyae OTNHYMA OT hUpMbI-
NpousBOAWTENS), CTpaHa

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

TOproBoe HawmeHoBaHwwe npenapata «B» (Ha pycckom U
SHrNUACKOM R3bIKS)

rpyNNUPOBONHOE HaMMEeHoBaHWe (Ha PYCCKOM W aHrNUAcKom
A3kIKE)

nexkapcreeHHan opMa

Crpanunua 2 U3 4

3A0 «Bepnun-dapmar, 248926, r. Kanyra, 2-it ABToMoGunbHbIR npoesa, A. 5

e-mail; reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cakc: +7 (4842) 509-501

OrPH: 1027739581968
WUHH: 7714033558
KMn: 402901001



BbEPJINH-DAPMA
MEHAPUHH

NACMOPT N2810 - 2021
K Meaum® dpopTe, TabneTku NOKPLITLIE 0GONIOUKON
Hanmerosarue (KOHTypHas sveilKkoBas ynakosKa (6nucrep)) 20x1 (nayka KapTonHas)
Konuyectso
Homep cepun 1090921 notpeb. ynakosok | 75 484
B cepuu
[lata uarotoBneHus 06.2021 logex po 06.2024

MpousBOACTBO roTOBOM NEKAPCTBEHHOU hopMbI

Bepnux-Xemu AN, Mlepmanus

Mepeu4yHan ynakoska

3A0 «Bbepnux-®apman», Poccus

BropuuHas / noTpebutenbckas ynakoska

3A0 «BbepnuH-dapmar», Poccus

Mpoussogutens (BuinyckaoWwmii KOHTPOsb Ka4ecTBa)

3A0 «BepnuH-®apmar», Poccus

AHanu3 BLINONHEH No

HA M N013391/01-060819; Uam Ne 1 M NO13391/01-040620;

M3am. Ne 2 M N013391/01-221220.

Ycnosusa xpaHerua

Mpu TeMnepatype He Bbile
25°C

fara nposegeHuA
aHanwsa

14.09.2021 - 22.09.2021

Mokasarenu

Hopmbi

PesynbTathl

» AaKTMBHOCTb

konudecTso TabneTok B ynakoeke

coaepxaHue peitctayowero
BeljecTea c yxaaaHuem
PepMeHTATUBHON aKTMBHOCTM B

0AHON TabneTke

» «CopepkuT Kpacutens azopybuu
(E122)»

»  cnocob npUMeHeHuR
YCNOBUA XpaHEHWUA

» «Cobnioaate  WHCTPYKUMIO  no
NPUMEHEHUK Npenapara, KoTopas
HaxOAWUTCA BHYTPH YNakoBKW»

»  «llekapcTBEHHO® CPBACTBO XPaHUTL
B HEAOCTYNHOM ANA AeTel mecTe!»

«YNy[LwaeT nuwesapeHue»

«KOMN@HCUPYET HEeAOCTaTOYHOCTL
YHKLMIA NOAKENYAOUHON Xeneasi»

YCNOBWA OTNYCKA
AaTy N3roTOBNEHNA
«rofeH 40...»

HOMEp cepuu

v v v ¥V V¥

LUTPUX-KOA
»  PerucTpaumoHHLIA HOMEp

MNpumeyanue: Ha NPOUIBOACTBEHHYIO
ynakoBKy MOTYT HBHOCUTLCA:
P>  HEBUAWMbIE 3HAKM 3aLNTLI

> NpOU3BOACTBEHHLIE KOAL

»  3TUKETKa KOHTPOMA Nepsoro
BCKPLITUA

> cpeAcTBa naeHTUUKaLum
CHCTEMbI MOHWUTOPUHIA A BWKEHUA
NekapcTBeHHbIX NpenapaTos.

aKTUBHOCTb
konuyecreo TaBneTok B ynakoske

coaepxanue AeliCTBylOWEro BelLlecTsa ¢ ykasaHuem
thepMeHTaTUBHO| aKTUBHOCTU B 0AHOH TabneTke

«CopepxuT kpacutens azopybux (E122)»

cnocob npuMeHeHus
Ycnoaun xpaHeHun

«CobnioaaTs MHCTPYKLMIO N0 NPUMEHEHUI Npenapara,
KOTOPaA HAXOAUTCA BHYTPU YNakoBKku»

«JlexapCTB@HHO@ CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel
mecTel»

«YNYJLUAET NULLEBAPEHNE»

«KOMNEHCHPYET HeAOCTATOMHOCTL DYHKUWA NoANENYAOYHOR
Keneab!»

YCNOBWA OTNyCKa
06.2021

06.2024

1080821

LUTPMX-KOA

PEruCTPaLIMOHHLIA HoMep

Mpumeyarue: Ha NPOM3BOACTBEHHYIO YNaKoBKky
H& HaHeCeHbl HEBUAWMbBIE 3HAKW 3aLnTbl

HaHeCeHbl NPOU3BOACTBEHHbIE KOADI

He HaHeCeHa 3JTUKeTKa KOHTPONA NepBOro BCKPBITUA

HaHEeCeHbl CPEeACTEa WAEHTAMKAUWM CMCTEMbl MOHWTOPMHra
ABWKEHWA NeKapCTEEHHBIX Npenaparce

Crpannua 3 us 4

3A0 «bepnux-®Papmar, 248926, r. Kanyra, 2-# AsToMmobunbHbii npoesg, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 9098-500, cdbakc: +7 (4842) 909-501

OrPH: 1027739581968
WHH: 7714033558
Knn: 402901001



MEHAPUHHA

MACMOPT Ne810 - 2021

¥ BEPJINH-OAPMA

M

Me3nm® ¢opTe, TabNEeTKU NOKPbLITLIE 06ONOYKON

HaumeHoszanHue (koHTypHan AveikoBan ynakoska (6nucrep)) 20x1 (nauka kapToHHan)
Konuyecrso

Homep cepun 1090921 notpeb. ynakosok | 75 484
B cepuv

[ara uarotoBneHus 06.2021 loneH po 06.2024

Mpon3soacTBO roTOBOW NeKkapcTeeHHOW opMbl

Bepnun-Xemu Al, Fepmanun

MepsuuHasn ynakoska

3A0 «bepnuH-dapma», Poccus

Bropuunas / notpeburenbckas ynakoska

3A0 «bepnun-®apmax, Poccus

MpoussoauTens (BbinyCKaloLUin KOHTPONb KayecTea)

3A0 «bepnun-dapmar», Poccus

AHanu3 BbINCNHEH NO

HA N N013391/01-060819; Usm Ne 1 M N013391/01-040620;
Mam. Ne 2 1 NO13391/01-221220.

YCrosus xpaHeHus

Mpu TemnepaType He Bbille

25°C

Oara nposefeHun
aHanuaa

14.09.2021 - 22.09.2021

MokasaTenun

Hopmbl

Pesynbrarthl

CpoK rogHocTH

3roga

22 09 201
(aaTa)

CrpaHuua 4 3 4

3A0 «bepnuu-®apmar, 248926, r. Kanyra, 2-# ABToMobunbHbIA Npoesq, 4. 5
e-mail: reception_kaluga@berlin-chemie.com

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

OrPH: 1027739581968
UHH: 7714033558
Knn: 402901001



