BEPJINH-®APMA
MEHAPUHU

NOATBEPXOEHUE COOTBETCTBUA

Ne 221 — 2026
ToproBoe HauMmeHoBaHWe Me3um® dopre
MexayHapoaHOe HenaTeHTOBaHHOE
MaHkpeaTuH
HavMeHOBaHue
Tabnetku, noKpbiTele 0BOMOYKOA (KOHTYpHas sdeiikoBas ynakoBka

dopma Bbinycka

(6nuctep)) 20x1 (nayka KapToHHas)

Homep cepuun 0250326
Konu4ecteo notpebutenbekux 73 673
ynakoBoK B cepuu

[ara usrotoeneHus 17.12.2025
Cpok rogHocTu 17.12.2028

lMpon3BOACTBO rOTOBOIA
nexapcTBeHHO (hopMbI

BepnuH-Xemn AT, MepmaHus,
Temnensxocep Ber 83, 12347, bepnuH, NepmanHus

MepBuyHas ynakoska

3A0 «bepnuH-dGapmanr,
248926 r. Kanyra, 2-i AsTomobunbHbIR npoesg, A. 5, Poceus

BropudHasa/notpeburtensckan
ynakoBka

3A0 «bepnun-®apma»,
248926 r. Kanyra, 2-in ABTomobunbHbI npoeaa, a. 5, Poccun

Mpownseoautens (BbinyckatoLwwnii
KOHTPORb KayecTsa)

3A0 «bepnuH-Papma,
248926 r. Kanyra, 2-it AeTomobunbHeIR npoeaa, 4. 5, Poccun

Homep v gaTta peructpaLluoHHOro
yAOCTOBEepeHus

JIM-Ne(001013)~(PIr-RU) ot 14.07.2022

HaumeHoBaxue 1 agpec aepxarens
perucTpaLmMoHHOro yA0CTOBEPEHUS

3AO «bepnun-®apma», Poccus
248926 r. Kanyra, 2-i AsTomoBunbHelit npoesg, A. 5

HopmarneHan AoKkymeHTauus

1M-Ne(001013)-(Pr-RU)-310524

HACTOALWMM OOKYMEHTOM Mbl NOATBEPXOAEM:

- NPOM3BOACTBO, XpaHeHWe W KOHTPOMb BbllUEYKa3aHHON CBDWH roTOBOW I"IpO,EWI(LII‘lI‘l ocyLlecTBneHbl B

N 77 «O6 yTeepxaeHuu
IKOHOMUMECKOro CoK3an»

= Cepua nNexapCcTBeHHOro npenapara co

NpaKTuKm Espaamﬁcmro

M, yCTaHOBNEHHbIM NpW ero perncrpaunn.

YnonHomoueHHoe nuuo  MutpywkuHa 1 107 /)2 07905
LIy MbA . D AL L
CaepeHus o6 atTectauuu \ﬁ\ KAUECTBA_ L . U3 208
",
Mpukas Munsgpasa Poccun Ne 1209 “Ts\\\.ﬁ %o-‘?”; noanvce Aara

0T 29.12.2021

\\Jf v .'m " A

CrpaHuua 1 us 1

3A0 «bepnun-dapmar, 248926, r. Kanyra, 2-i ABToMoBUnbHbIA Npoesa, a. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, dpakc: +7 (4842) 909-501

OIrPH: 1027739581968
WMHH: 7714033558
Krr: 402901001




BEPJINH-ODAPMA
MEHAPUHHA

MACNOPT Ne 221 - 2026

Me3um® dopTe, TabneTku, NOKPLITLIE 060NOYKON

Haumerosakue (koHTYpHana aueikoBan ynakoska (6nuctep)) 20x1 (nayka KapTOHHAA)
Konuuectso

Homep cepum 0250326 notpeb. ynakosok | 73 673
B cepumn

[Hata usroroBneHus 17.12.2025 lopeH oo 17.12.2028

lNpon3BoACTBO rOTOBOW NIEKAPCTBEHHOW hopMbI

Bepnux-Xemun Al', FepmaHus

MNepBuryHan ynakoBka

3A0 «bepnun-®apmay, Poccus

BropuuHast / noTpebutensckas ynakoBka

3A0 «bepnun-®apma», Poccus

MpoussoauTens (BoinyckaroLwyuii KOHTPONL KayecTsa)

3A0 «bepnuu-®apmay, Poccus

AHanus BbINOMHEH MO

NN-Ne(001013)-(PT-RU)-310524

Yenoeus xpaHeHus

Mpw TemnepaType He Bbille

fara nposeaeHns | 414 03 2026 — 23.03.2026

25°C aHanuaa
MokasaTenu HOprl Pe3y.anaTbl

OnucaHue PosoBbig, nnocKoWWHApWYEciie | PosoBbie, NNOCKOUWNWHADIWYECKWe  TabneTiiW,  NOKpbiTbie
TabneTk1, NokpbiTbie 06oNouKoN ¢ nouTh | 0BONOYKOW C NOMTM MNOCKONapannensHIMU MOBEPXHOCTAMU W
nnockonapannenbHbIMA NOBEPXHOCTAMM M | CKOLUEHHBIMM KPOMKAMU, C XapakTepHLIM 3anaxomM.
CKOLLEHHBIMW KDOMKaMKW, C XapakKTepHbiM
3anaxom.

WaeHTudukaums Mpenapatr  pomxeH  obHapyxueaTb | MpenapaT oBGHAPYKMBAET NUNOMMTUHECKYIO, aMUNONUTUHECKYIO

MaHkpeaTuH NWNOAUTUYECKYIO, aMUNONUTUYECKYID W | 1 OBLLYID NPOTEONUTUYECKYIO AKTUBHOCTb.

06LLyI0 NPOTEONUTUYECKYIO aKTMBHOCTb

CpepHas macca TabneTtkn u
0AHOPOAHOCTL MACChI

025915 %
(0,246 r - 0,272 1)
18/20 + 5 %

2/20 + 10 % OT paccunTaHHOW cpeaHen
MacCkl

0,261r

Or-2%po+2%

PacnaaaemocTb

He Bonee 60 mux

10 muH

OnpepeneHue akTMBHOCTH:

— JlunonuTtuueckas 3150 - 7000 EQI. Ph. Eur. 5512 E[l. Ph. Eur.
aKTUBHOCTb

—  AMUNONWTUYECKASR 3780 — 7000 EQ. Ph. Eur. 5160 E[l. Ph. Eur.
aKTWBHOCTb

— Obuwas 225 - 500 E[. Ph. Eur. 446 EQ. Ph. Eur.
NPOTEONUTUYECKARA
aKTUBHOCTb

MukpoGuonoruyeckas Kateropus 3b

yucroTa:

—  OBuee umcno He Gonee 10* KOE B 1 r (mn) 9,0 x 10 KOE B 1 1 (Mn)
a3pobHeIX
MUKPOOPraHM3mMoB

—  O6Lee uucno He 6onee 10°KOE B 1 r (Mn1) <10KOE B 1 r (mn)
APONOKEBBIX W
nnecHeesIxX rpubos

- SHTepoﬁaK-rep“ﬁ’ He Gonee 10°KOEB 1 (Mﬂ) <10KOEB1T {Mn)
YCTOMUMBLIX K KEenun

— Escherichia coli Orcyrcreyer B8 11 (Mn) OtcytcrayeT B 11 (Mn)

— Salmonella Orcytcteyer B 10 1 (mMn) Orteyrcreyer B 10 1 (mn)

— Staphylococcus aureus

OrcytcteyeT B 1 1 (MN)

Otcytcreyer B 11 (Mn)

Ynakoeka

Mo 20 TabneTok B KOHTYPHOI AYElKOBOW
ynakoske (6nuctep) ns NBX/MN3/MNBOX
nneHkw cupmbl  “Tekni-Plex Gallazzi
S.rl" Wranua (unun aHanoruynas) u
tonbri anoMuHuesoit no FOCTy 745-
2014 (wnwn aHanornyHas).

Mo 20 TabneTok B KOHTYPHOI AYEiiKOBOI ynakoeke (Bnucrep) ns
NBX/N3/MBOX nnexkn chupmel «Liveo Research GmbH»,
Fepmanna u conerm anwomuHueBoil  upmel «SCHULZ
FLEXGROUP GmbH», Mepmanus. Mo 1 6auctepy ¢ nUCTKOM-
Bknaapiluem B kapToHHol nayke no FOCTy 33781-2016.

CrpaHuua 1 u3 3

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-it ABToMOBWUNbHbLIA npoessd, A. 5

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

OIPH: 1027739581968
WMHH: 7714033558
Krr: 402901001




BEPJ/IMH-®DAPMA

A4

MEHAPUHMH

MACIOPT Ne 221 — 2026

Me3um® chopTe, TabneTku, NOKpbITbIe 06ONOYKONH

HaumeHoRaHe (koHTYpHanA AveiikoBan ynakoska (6nucTep)) 20x1 (nayka KapToHHasn)
Konu4ecteo

Homep cepuu 0250326 notpeb. ynakosok | 73 673
B cepuu

[ara narotonexus 17.12.2025 logeH o 17.12.2028

[Mpou3BOACTBO rOTOBOW NEKAPCTBEHHOR hopMbl

bepnuH-Xemu Al', Ml'epmaHusa

MepBuyHas ynakoBka

3A0 «bepnun-dapmar», Poccusi

BropuyHas / notpebutensckas ynakoska

3A0 «bepnuH-®apmay, Poccus

lMpoussogutens (Bbinyckalowmidi KOHTPONb KayecTsa)

3A0 «bepnuH-®apma», Poccus

AHanus BbINONHEH No

NM-Ne(001013)-(PT-RU)-310524

YcnoBusa xpaHeHus

Mpu Temnepatype He Bbille

Rata nposeneHns | 44 03 2026 — 23.03.2026

25°C aHanuaa
Mokasarenu Hopmbi PesynbkTarthl
Mo 1 GnrcTepy © NACTKOM-BKIa4biliEM B
kapToHHoit nayke no [OCTy 33781-
2016,
Mapkupoeka Ha ©nucrepe Ha pycckom s3bike | Ha 6nucrtepe Ha pycckom A3bike yKalaHo:

yKa3blBawoT:

» TOproBsoe
npenapara «®»

HanmeHoBaHne

»  rpynnupoBovHOE HaWMeHoBaHWe

¥ NeKapcTBeHHYIo hopMy

»  aKTUBHOCTb

» HaumeHoBaHue Aepxartens
PErucTPaLMoOHHOrO YAOCTOBEPEHNA,
cTpany

»  norotun «BERLIN-

CHEMIE/MENARINI» (Ha natuHuue)
» HOMmep cepuu

» «roAeH ao...»

Ha KapTOHHOM nauvke Ha pYCCKOM
fi3bIKe YKa3bLIBaOT:

» HauMeHoBaHwe
Npou3BoAuUTEnNsA, CTpaHy

» HauMeHOBRaHWe upmsl,
OCyLECTBNAIOWENR  BbINyCKaLWMIA
KOHTpONb KayecTsa npenapata (B

vpmsl

cnyyae oTnuYMA OT  DUPMbI-
NPON3BOAUTENSA), CTPaHY
» HaumeHoBaHue nepxarens

PErNCTPALNOHHOTO YAOCTOBEPEHMS,

cTpaHy
¥  norotun «BERLIN-

CHEMIEMENARINI» (Ha natuHuue)
> Toproeoe HaWwMmeHoBaHWe

npenapata «®» (Ha pycckom W
aHrnMUIMCKOM R3bIKe)

> rpynnupoBOMHOE HaUMeHOBaHMWe (Ha
PYCCKOM W aHINMACKOM A3bIKE)

¥ nekapcTeeHHYIo opmy

»  aKTWBHOCTb

»  Konwuyectso TabneTok B ynakoeke

TOProBoe HauMeHoBaHue npenapara «®»

rpynnupoBoYHOE HanmeHosBaHne

nexapcteeHHas copma
aKTMBHOCTb

HanMmeHoBaHwe Aepxarens peruncTpaynoHHOro yaoCTOBEREHUA,
cTpaHa

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

0250326
122028

Ha kapToHHOI Nauke Ha PYCCKOM A3biKe yKa3aHo:

HanMeHoBaHWe hpMbl NPOM3BOAUTENS, CTPaHa

HaumMeHoBaHWe MPMbI, OCYLIECTBNAIOWER BbINyCKaLWMNii
KOHTPONb KayecTea npenapara (B cny4ae OTNW4MA OT MPMbI-
NpoU3BOAUTENR), CTPaHa

HaWMEHOBaHWUE JepKarTens perucTpaunoHHOro Y4 0CTOBEPEHNUS,
cTpaHa

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

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

rPYNNUPOBOYHOE HauMEHOBaHWEe (Ha PYCCKOM W aHrnMUIACKOM
A3bIKE)
nexkapcTeeHHan cdopma

aKTUBHOCTb

KonuyecTeo TabneTok B ynakoeke

Ctpanuua 2 w3 3

3A0 «Bbepnun-Papmanr, 248926, r. Kanyra, 2-it AeTomobunbHbiit npoean, a. 5

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

OlPH: 1027739581968
WMHH: 7714033558
KMr: 402901001




BEPJINH-®APMA
MEHAPUHUA

MNACMOPT Ne 221 - 2026

Me3nm® hopTe, TabneTkn, NOKpPbITLIE 06ONOUKONH

HaumeuoBaHue (xoHTypHan AveikoBan ynakoska (6nuctep)) 20x1 (nayka kKapToHHas)
Konuyectso

Homep cepuu 0250326 norpeb. ynakosok | 73 673
B CEpum

Hara narotoenexnus 17.12.2025 logeH oo 17.12.2028

MpouaBoacTBO FOTOBOW NEKAPCTBEHHOM hopMbl

BepnuH-Xemu All, N'epmaHus

MepBuyHas ynakoeka

3A0 «bepnuH-Papmar», Poccus

BropuuHas / notpebuTtenbckas ynakoBka

3A0 «bepnun-dapma», Poccus

MNpowussoautens (BbinyckaloLmnii KOHTPONbL KavecTsa)

3A0 «bepnun-dapmar», Poccus

AHanns BbINOMNHEH no

NN-Ne(001013)-(PT-RU)-310524

Ycnosus xpaHeHus

Mpw TemMnepaType He Bbile
25°C

Rara nposeAeHUs | 44 43 2026 — 23.03.2026

aHanuaa
MokasaTenwu Hopwmbli PesynbTtaTbl

¥ CcOAepwaHiie [EACTBYIOLWETO | COAEpMaHWe AeiCTBYIOLLEro BELIECTEA C yKazaHnem
BelecTsa c yKkasaHuem | pepMeHTaTUBHOW aKTUBHOCTHU B OAHOW TabneTke
(PepMeHTaTUBHOA aKTUBHOCTM B
oaHoii TabneTke

» «CopepxuT xpacutenb a3opybuH | «CopepxuT kpacutens asopybur (E122)»
(E122)»

»  cnocob npumeHeHus cnocob npuMeHeHus

»  YCnoBWA XpaHeHus YCNOBUA XpaHeHuA

>  «llepen npumeHeHuem | «Mepes npuMeHEeHUEeM 03HAKOMLTECE C NUCTKOM-BKNAALILLEM)»
O3HaKOMbTECH Cc JNUCTKOM-
BKNaAbILLEM»

»  «XpaHuTb B HEfOoCTYNHOM ANA | «XpaHuTb B HEAOCTYNHOM ANA AeTeil mecte!»
aeTeit mecte!»

¥ «ynydlWwaeT nuwesapeH1en «yNy4ylaeT nuesapeHue»

»  «KOMNEHCUPYET HEeAO0CTaTOYHOCTb | «KOMNEHCUPYET HEeAOoCTaTOYHOCTb (YHKUMIA NOAXENYA0UHOR
hyHKUWIA NOAKENYAOUHON Xenesbl» | Xeness»

»  YCROBWS OTNycka YCNOBWA 0TNYCKA

» paTy NnpoM3BOACTBA 122025

¥ «rofiex go» 122028

» HOMEp cepuu 0250326

P LITPUX-KOA LITPUX-KOA

MpumeyaHue: Ha NPON3BOACTBEHHYIO MpumevaHue: Ha NPON3BOACTBEHHYIO YNaKoBKy

YNAKOBKY MOMYT HAHOCUTLCA:

»  NPOM3BOACTBEHHBIE KOAbI HAHECEHBI NPOU3BOACTBEHHBIE KOABI

» KOHTPONbL Nepeoro BCKPLITHUA He HaHeceHa 3TUKEeTKA KOHTPONbL NepBOro BCKPLITHA

» cpeacTsa uaeHTUUKAUMK HaHeceHbl CpeAcTBa WAEHTUdMKALMM CUCTEMbl MOHWUTOPMHra
CUCTEMEl MOHWTOPWHIA ABWXEHWA ABWXEHUA NeKapCcTeeHHbIX npenapaToe

o= TBEHHLIX Npenaparos.
,”f_ SUECTRG Y
Cpok roaHocTy Pt LE7RN 3ropa
P £, e roa
Il.f .‘; ’;a
3aknioueHue: codfBeTCTBYET Huam HAO IMN-Ne(001013)-(Pr-RU)-310524 no Bcem nokasarensam.
13|
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FarnowBwunu A.A.

(aaTa)

Ctpauvuua 3 3 3

3A0 «bepnuH-dapmanr, 248926, r. Kanyra, 2-it ABTomoBunbHbIR npoesg, 4. 5

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

OrPH: 1027739581968
WMHH: 7714033558
Krn: 402901001



