 BEPJINH-®APMA
MEHAPUHHA

NOATBEPXAOEHUE COOTBETCTBUA

Ne 213 — 2026
Toprosoe HaumeHoBaHue Meaum® chopre
MexxayHapogHoe HenaTteHToOBaHHoe
HaumeHoBaHue e e
TabneTkn, nokpbiTble o06OMOYKOW (KOHTYpHas S4eiikoBas YynakoBka

®opma BbINycka

(6nucTep)) 20x1 (navka KapToHHasA)

Homep cepuu 0230326
Konu4ecTeo noTpebutenbekux 74 665
yNaKoBOK B Cepum

[ara usrotoBneHus 16.12.2025
Cpok rogHocTu 16.12.2028

[Mpon3BoaCTBO rOTOBOM
nexkapcreeHHol opMbl

Bepnux-Xemu AlM, Ml'epmaHus,
Temnensxochep Ber 83, 12347, bepnwH, MNepmanusa

MNepBuyHana ynakoska

3A0 «bepnuH-Papmanr,
248926 r. Kanyra, 2-i AsTomobuneHbIi npoesa, A. 5, Poccus

BropuyHasi/noTpebutensckas
ynakoska

3A0 «bepnuH-dapmar,
248926 r. Kanyra, 2-ih ABTomobuneHein npoesg, 4. 5, PoccuA

Mpouseogutens (BoinyckatoLyuii
KOHTpOIb Ka4ecTBa)

3A0 «bepnuH-dapmanr,
248926 r. Kanyra, 2-i AsToMmobuneHbIn npoesa, 4. 5, Poccun

Homep u gata perncrpauuoHHoro
YAOCTOBEPEHUs!

NM-Ne(001013)-(PT-RU) ot 14.07.2022

HaumeroBaHwe 1 agpec aepxarens
perucrpauoHHOro yaocrosepeHusA

3A0 «bepnuH-®apma», Poccus
248926 r. Kanyra, 2-ii AeTomobuneHbIi npoeag, a. 5

HOpMaTIr‘IBHaﬂ OOKYMeHTauusA

N-Ne(001013)~(Pr-RU)-310524

HACTOSILLUM IOKYMEHTOM Mbl NOATBEP)XOAEM:

- MPOU3BOACTBO, XpaHeHWe W KOHTPOSb BbllLEYKa3aHHOW cepun FOTOBOW NPOAYKUWW OCYLECTBNEHbI B

COOTBETCTBUU C TpeboBaHuaMU pelieHns Coseta
P

N 77 «O6 yTBepxaoeHuu
3KOHOMMWYECKOrO CO3a»

- Cepwa nekapcTBeHHOro npenapara CooT

YnonHomo4eHHoe nuuo
CeegeHuna of atTectaymm

Mpwkas MuHusgpaea Poccum Ne 1209
0T 29.12.2021

nicko akoHommuyeckoi komuccum ot 03.11.2016
; M3BOACTBEHHOA npakTukm EBpasuniickoro

MpaBun H

] , YCTaHOBNEHHbIM NPV ero perncTpavun.
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Crpanuua 1 13 1

e-mail. reception_kaluga@berlin-chemie.com

3A0 «bepnuH-®apmar», 248926, r. Kanyra, 2-it ABToMobuneHbiA npoesg, 4. 5 OrPH: 102773958196¢&
WHH: 7714033558
Knr: 402901001

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




BEPJINH-ODAPMA
! MEHAPUHMU

MACIMOPT Ne 213 - 2026

Me3um® popTe, TabneTkun, NOKPbITbIe 0GONOYKOMN

Haumetiosanue (KOHTYpHan AvelKoBas ynakoBka (6nuctep)) 20x1 (nayka kapToHHan)
Konuyecteo

Howmep cepun 0230326 notpeb. ynakosok | 74 665
B cepuu

[ara usrotosnexuns 16.12.2025 logeH oo 16.12.2028

Mpou3BOACTBO FOTOBOW NEKAPCTBEHHON HopMbl

BepnuvH-Xemu Al', F'epmanns

MepeuyHas ynakoska

3A0 «bepnun-Papmar», Poccus

BropuyHas / noTpebutenscKas ynakoska

3A0 «bepnun-®apma», Poccus

MpoussoauTens (BbinyckaloLyuii KOHTPONb KavecTsa)

3A0 «bepnuH-dapmar», Paccus

AHanu3a BbINOMHEH No

JIN-Ne(001013)-(PI-RU)-310524

Ycnosus xpaHeHus

Mpw TemnepaType He Bbile

Para nposeaeHs | 40 03,2026 - 23.03.2026

25°C aHanuaa
MNMokasaTenwu Hopmb!i PesynbTathl

Onwcaniie Pososile, nnockouunuHapudecke | PosoBbie,  nnockouwnunapudeckwe  TabneTkd,  noxpuiTbie
Tabnetkn, nokpeiTele 06oNouKoil ¢ nout | oBONOYKOI € MOMTH NNOCKONapannensHbIMW NOBEPXHOCTAMUA W
NnocKonapannenbHbIMU NOBEPXHOCTAMM U | CKOLLIEHHLIMU KPOMKaMK, C XapaKTEPHLIM 3aNaxom.
CKOLLUEHHBLIMM KPOMKaMW, C XapaKTepHbIM
3anaxom.

WpenTudukauma Mpenapatr gomkeH  obHapyxueate | Mpenapat oBHapyxMBaeT NUNONUTUYECKYIO, aMUNONUTUYECKYIO

MaxkpeaTnH JIUNONWUTUYECKYIO, aMUNONUTUYECKYI0 W | W 0BLUYI0 NPOTEONNTUYECKYIO aKTMBHOCTb.

06LLYI0 NPOTEONUTUYECKYIO aKTHBHOCTL

CpegHas macca Tabnetku u
04HOPOAHOCTE MACcChl

0,259r+5%
(0,246 r—-0,27271)
18/20£5 %

2/20 + 10 % OT paccyUTaHHOW cpeaHen
Macchbl

0,259r

OT-2%p0+2%

PacnagaemocTb

He 6onee 60 muH

10 MmuH

OnpeaeneHwe akTUBHOCTY:

— JlunonuTtuueckasn
aKTUBHOCTb

-  Amunonutuyeckasn
aKTUBHOCTb

- Obuwasn
HPOTEOHMTHHECKEE
AKTWBHOCTb

3150 — 7000 Efi. Ph. Eur.
3780 —7000 EQ. Ph. Eur.

225 - 500 EQl. Ph. Eur.

5367 EQl. Ph. Eur.
4837 El. Ph. Eur.

446 E[l. Ph. Eur.

MukpoBuonoruyeckas

YnCTOTA:

— O6wee yncno
a3pobHbIX
MUKPOOPraHU3mMoB

— Obuwee uucno
LAPONOKEBbIX U
nnecHeBbix rpubos

— OuTepobakTepuii,
YCTOMRYMBBIX K HENUn

- Escherichia coli

— Salmonella

— Staphylococcus aureus

Karteropws 3b

He Gonee 10* KOE B 1 r (Mn)

He 6onee 10?°KOE & 1 r (Mn)

He Gonee 10°KOE B 1 r (mn)
Otcyrereyet B8 1 r (Mn)
Otcytersyer 8 10 1 (Mn)

Otcyterayetr B 1 1 (Mn)

8,0x 10 KOE B 1 (Mn)

<10 KOE B 1 r (mn)

<10 KOE B 1 r (Mmn)
OtcyrcteyeT B 1 1 (M)
Otcyrcreyer B 10 1 (Mn)

OtcyTcreyeT B 1 1 (Mn)

Ynakoexa

Mo 20 TabneTok B KOHTYPHOW AYEAKOBON
ynakoeke (6nuctep) wa NBX/M3/MBAX
nneHkn cupmel  “Tekni-Plex Gallazzi
Srl" Wranua (unu aHanoruyHas) w
chonbrn aniomuHuesoil no NMOCTy 745-
2014 (wnu aHanoruyHas).

Mo 20 TabneTok B KOHTYPHOIR AYeiikoBol ynakoske (Gnucrep) ua
NBX/N3/MBOX nnexukn dupmbl «Liveo Research GmbH»,
lepmanus u coner aniomuHuesolt  cdupmel «SCHULZ
FLEXGROUP GmbH», M'epmanus. Mo 1 6nucrepy ¢ nucTkom-
BKNagbilieM B KapToHHOM nadke no MOCTy 33781-2016.

Ctpanuua 1 u3 3

3A0 «bepnuH-®Papmanr, 248926, r. Kanyra, 2-in ABToMobuUnbHbIR npoesq, 4. 5

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

OlPH: 1027739581968
UHH: 7714033558
KMr: 402901001




BEPJINH-DAPMA
MEHAPUHMU

MACMOPT Ne 213 — 2026

Me3um® copTe, TabneTku, NOKPbITLIE 0GONOYKOWH

HaumRHoBRHIG (koHTYpHan aveikoBan ynakoska (6nuctep)) 20x1 (nauka kapToHHan)
Konuuectso

Howmep cepun 0230326 notped. ynakoeok | 74 665
B cepum

[arta warotoenexus 16.12.2025 lFogeH po 16.12.2028

Mpou3BoaCTBO rOTOBOI NeKapcTBeHHOW POPMbI

BepnuH-Xemu AlC, FepmaHus

MepBuYHas ynakoska

3A0 «bepnun-dapmar, Poccus

BTopuuHas / noTpebutenbckan ynakoeka

3A0 «bepnuH-®apmar, Poccus

MpoussoauTtens (BuinyckatoLyuin KOHTPONb Ka4ecTsa)

3A0 «bepnuH-®apmar, Poccus

Awanua sbinonHeH no | JIM-Ne(001013)-(Pr-RU)-310524

MNpu TemnepaTtype He BbilLe

Ycnosus xpaHeHus 25 °C

Rata npoBeAeHus | 44 03 2026 — 23.03.2026
aHanwuia

Flokazatenu Hopmb!

PesynbTarhi

Mo 1 BnucTepy ¢ NWCTKOM-BKNSALILLIEM B
KapToHHOW nauke no [OCTy 33781-

2016.

Mapkupoeka Ha 6nucrepe Ha pycckom nA3bike | Ha Bnuctepe Ha pyccKoM A3biKe YKa3aHo:
YKa3LIBAKOT:
» TOprosoe HaumeHoBaHWe | TOproBoe HauMeHoBaHwe npenaparta «®»

npenapara «®»

»  IpynnupoBOYHOE HaWMeHoBaHWe

» nexapcTeeHHy opmy

»  aKTMBHOCTb

> HaumMeHoBaHWe Aepxarens
perucTpauMoHHOro yAOoCTOBEPEHUA,
cTpaHy

»  noroTun «BERLIN-

CHEMIE/MENARINI» (Ha naTuHuue)
» Homep cepum

»  «ropeH pao..»

Ha kapToHHOWM nauke Ha pyccKom
A3LIKE YKa3bIBaloT:

» HaumeHoBaHue chmpmel
npowusBoaUTENA, CTPaHy
» HaumeHoBaHue upmsl,

OCYLLECTBNAIOLWEA  BINYCKAIOWMIA
KOHTpONb Kavyectea npenapata (B
cnyyae OTAMYMA  OT  (DUPMbI-
NPOU3BOANTENS), CTPAHY

» HaumeHoBaHwe pepxarens
perncTpauMoHHOro YAoCTOBEPEHUS,
CcTpaHy

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

npenapata «®» (Ha pycckom un
aHrnNUICKOM A3bIKE)

rpynnupoBoyHOE HauMeHoBaHne

nekapcTeeHHan copma
aKTUBHOCTb

HauMeHOBaHUe AepXKaTens PerncTpauMoHHOrO YAOCTOBEREHUS,
cTpaHa

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtusnue)
0230326

122028

Ha kapTOHHOW Na4ke Ha PYCCKOM A3bIKe YKa3aHo:

HaumeHoBaHwWe hpMbl NPOW3BOANTENSA, CTPaHA

HaumeHoBaHWe (UPMbI, OCYLLECTBIAIOWEA BbiNYCKAIOLLIMiA
KOHTPONb Ka4YecTBa npenapara (B cnyyae oTnuYna oT (UpMBbI-
NPoM3BOAKUTENS), CTPaHa

HauMeHOBaH1e LepKaTena perncTpaunoHHOro y0CTOBEpEHUs,
cTpaHa
norotun «BERLIN-CHEMIE/MENARINI» (Ha natusuue)

TOproBoe HaumeHoBaHue npenapara «®» (Ha pycckom u
aHrNuACKoM A3bIKe)

»  TpyNnNMpoBOYHOE HAaMMEHOBaHWe (Ha | rpYNNMPOBOMHOE HaWMEHOBaHWE (Ha PYCCKOM W aHrnUiACKOM
PYCCKOM M aHrNNACKOM A3bIKe) A3bIKe)
» neKkapcTBeHHYIo hopmy nekapcreeHHas gopma
» aKTMBHOCTb aKTUBHOCTb
»  KonuyecTso TabneTok B ynakoske KonuyecTeo TabneToK B ynakoeke
Crtpanuua 2 us 3
3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-i# AsTomobunbHbIA npoesa, a. 5 OlPH: 1027739581968

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

MHH: 7714033558
Krr: 402801001



BEPJINH-®DAPMA
MEHAPUHUA

NACMOPT Ne 213 — 2026

Me3num® chopTe, TaBNeTkun, NOKPbITLIE 060NOYKON
Hanmetosarine (KOHTYypHas AyeikoBan ynakoBka (6nucrep)) 20x1 (nayka KapToHHaA)
Konu4yecTtBo
Homep cepumn 0230326 notpeb. ynakoBok | 74 665
B cepuu
[Hata nsrotoBneHus 16.12.2025 logeH ao 16.12.2028

INpou3BOACTBO rOTOBOIA NEKAPCTBEHHOW (hopMbl

BepnuH-Xemun Al', lepmanus

MepsuyHas ynakoska

3A0 «bepnuH-®apma», Poccus

BropuyHan / notpebutensckan ynakoska

3A0 «bepnux-dapma», Poccus

Mpoussoautens (BeinyckaroLwuii KOHTPONb KaYecTea)

3A0 «bepnux-Papma», Poccus

AHxanua sbinonHeH no | JIM-Ne(001013)-(PIr-RU)-310524

Mpu Temnepartype He Bbilue

flara nposeaeHns | 40 03 2026 — 23.03.2026

YcnoBus xpaHeHus
P 25°C aHanuaa
MokasaTenwu Hopmbi PesynbTaThl
> CoAepwanne AchCTBYIOWEro | cojepane feliCTBYIOWErsc BELLECTRa C yKasaHuem
BelljecTsa c yKkasaHvem | chepMeHTaTUBHOW aKTUBHOCTM B 0AHOW TabneTke

(hepMeHTaTUBHO  aKTMBHOCTW B
OfHOM TabneTke

» «Copeput Kkpacutens asopybuH
(E122)»

¥ cnocob npumMeHeHus
YCNoBuAa XpaHeHusa

» «Mepep NpUMEHEHWEM
03HAKOMBTECH c NUCTKOM-
BKNaabILLEeM»

» «XpaHuTb B HEAOCTYNHOM AnS
aeteit mecrel»

P ynydliaeT nuwesapeHue»

¥

«mmneucmpyer HEeAOoCTaTOMHOCTDL
YHKUKA NOAXeNYA0YHON Kenesbl»

YCrioBus oTnycka
AaTy NPOM3BOACTRA
«rofeH Ao»

HOMEp cepum

v v ¥ Y VW

LUITPUX-KOZA,
MpumeuaHue: Ha NPOM3BOACTBEHHYIO
YNakoBKy MOTryT HAHOCUTbCA:

>  NpPOU3BOACTBEHHLIE KOAbI

»  KOHTPONb NEpBOro BCKPLITUA
> CpeAcTBa MAEHTUDUKaLIMK

CHUCTEMBI MOHUTOPUHIA ABUXKEHNA
nexapcraennhlx npenapaToe.

«CopepxuT Kkpacutens asopybu (E122)»

cnocob npUmMeHeHus
YCINOBUA XpPAHEHUA

«Mepes NpUMeHeHUeM 03HAKOMLTECH C NMCTKOM-BKNAAbILLEM»

«XpaHUTb B HEAOCTYNHOM ANA AeTel mecTe!»

«YNYYIIAET NULIEBAPEHUEN

KKOMMEHCUPYET HEeAO0CTATOYHOCTL (DYHKLWA NOAXeNnyA0UHOR
Heneabi»

ycroeus oTnycka
122025

122028

0230326

LUTPUX-KOA

MpuMe4aHune: Ha NPON3BOACTBEHHYIO YNakoBKy
HaHeCeHbl NPOU3BOACTBEHHBIE KOAbI

HE HaHeceHa 3TUKeTKa KOHTPONb NePBOro BCKPbITUA

HaHEeCeHbl CPEACTBA WAEHTMGMWKALMN CUCTEMbI MOHWTODMHIA
ABWXEHUA NEKAPCTBEHHLIX NPENapaTos

Cpok rogHocTy

3roaa

X
=

3akntouyeHue: /

HavyanbHuk

(3
T R‘a,w\?* f/

—

BaHuam HJ J1IM-Ne(001013)-(Pr-RU)-310524 no Bcem nokasaTrensam.

Farnowsunu A.A. Uil

(aara)

CrpaHuua 3 us 3

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABToMoBunbHbIl npoesa, ga. 5 OrPH: 1027739581968

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

MHH: 7714033558
KMr: 402901001



