BEPJINH-®APMA

MEHAPHUHHA

NOATBEPXAEHME COOTBETCTBUA

Ne 965 — 2021
Toprosoe HauMeHoBaHWe Me3um® dhopre
MeXayHapoaHoe HenaTeHToBaHH
KAYHapoA, enaTeHToBaHHoe MakkpeaTuh

HauMmeHoBaHue

®opma BbINycka

TabneTku nokpbITbie 0BONoYKoN
(6nmucrep)) 20x1 (nauka kapToHHas)

(kOHTypHas sveiikoBas ynakoeka

Homep cepuu 1261021
Konuyecreo notpebutensckux 75167
ynakoBoK B cepuu

Hara usrotornexus 07.2021
Cpok rogHocTH 07.2024

Mpon3soacTso roToso
nexapcTBeHHol hopMbl

Bepnux-Xemu Al', Fepmarus,

Tempelhofer Weg 83, 12347, Berlin, Germany

MepenyHan ynakoeka

3A0 «Bepnur-dapmas», Poccus

248926 r. Kanyra, 2-0i ABTOMOBUNbHBIN npoeag, 4. 5

BropuyHas/notpeburensckan
ynakoeka

3A0 «bepnui-®apmay, Poccus

248926 r. Kanyra, 2-0i1 ABTOMOBWNbHBIN npoesg, 4. 5

Mpouasogutens (Bbinyckalowmii
KOHTPONb Ka4yecTsa)

3A0 «Bepnux-dapmar, Poccus

248926 r. Kanyra, 2-0t ABTOMOGUNbLHbIN npoezg, 4. 5

Homep 1 faTa pernctpaunoHHoro
yAOCTOBEpPEHUS

M N013391/01 ot 06.04.2007
Hata nepeocopmnenus 06.08.2019

HaumeHoBaHue u aapec gepxarens
PEerucTpaunoHHOro yaocToBepeHus

3A0 «Bepnux-®apmar, Poccus

248926 r, Kanyra, 2-0it ABTOMOBUNLHBIR npoeag, a. 5

HopmartusHaa fokymeHTauus

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

Mam. Ne 2 M N013391/01-221220.

HACTOSALUUM AOKYMEHTOM Mbl NOATBEPXIAEM:

- MpPOKU3BOACTBO, XpaHeHne u KOHTPONE Bblle
COOTBETCTBUM C TpeGoBaHUAMMU npukasa MuH
Hagnexauwed npou3BOACTBEHHOW NPakTUKU» (B
3KOHOMMUYecKoW komuccum ot 03,11.2016 N 77 «O

NpaKkTukn EBpasniickoro SKOHOMUYECKOro Co3a»

- Cepua  nekapCTBEHHOro
rocyAapcTBeHHOW perncTpauyuu

YnonHomoueHHoe nuuo  Anekceesa Clv{

Ceepenun o6 aTrecrayuv

Mpukas MuHsgpaea Poccuu Ne 230
ot 19.03.2021

npenapara

o

npomtopra Poccun ot 14 wioHa 2
PeA. ot 18.12.2015) w pewenuss Coseta EBpasuitckoit
6 yreepxaeHuun Mpasun Hagnexawlei Npou3BoOACTBEHHOM

yKkasaHHOW cepuw roToBOA NPOAYKLMM ocyulecTenexbl B

013 r. N 916 «Mpasuna

1011, 2021

Aara

Crpanuuya 1 13 1

3A0 «bepnun-dapmar, 248926, r. Kanyra, 2-i ABTOMOBMNbHBIN npoeaa, a. 5

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

OrPH: 1027739581968
MHH: 7714033558
Krn: 402901001




BEPJIMH-®DAPMA
MEHAPUHU

MACIOPT Ne 965 — 2021

Me3um® topre, Tabnerku NOKpBITEIE 0BOMOYKOH

Haumerosarive (koHTYypHan syelkoBas ynakoBka (6nucrep)) 20x1 (nayka kapronHas)
Konuuyectso

Homep cepuu 1261021 notpeb. ynakosok | 75 167
B cepuu

Hara usrotosnexus 07.2021 FoaeH po 07.2024

[pOK3BOACTBO roToBoI nekapcTeeHHol hopmsl

bepnuH-Xemu Al I epMaHua

MepeuyHas ynakoeka

3A0 «BepnuH-dapmas, Poccus

BTopu4Has / notpeburensckas ynakoeka

3A0 «BepnuH-®apmar, Poccus

Mpoussoautens (Bbinyckalowmii koHTpons KavecTea)

3A0 «BepnuH-dapmar, Poccus

AHanua seinonHeH no

HL M N013391/01-060819; Wam N
W3m. Ne 2 1 N013391/01-221220.

2 1M N013391/01-040620:

MNpu Temneparype He Bbiwe flata nposegeHus

YCNnoBUA xpaHeHus 28.10.2021 - 09.11.

[o] p 25 °C e 4 10.2 9.11.2021
Mokasarenu Hopmubi Pesynbrarhi

OnucaHue Pososbie, NNOCKOUMNUHApUYeckue Poaosbie, NNOCKOUMNUHAPUYECkMe  Tabnertkn NOKPbIThIE
TabneTkn nokpuiTeie oBanoukoi C noutn | oBanoukodt ¢ noyru nnockonapannentHeIMK NOBEPXHOCTAMU 1
nnockonapannensHbiMu NOBEPXHOCTAMU M CKOLEHHbIMU KpOMKamu, ¢ xapanepnuu 3anaxom
CKOLUEHHLIMU KDOMKaMM, ¢ XapakTepHbIM
3anaxom.

MoanuxHocTh Mpenapat  gonxen o6HapyxuBaTh Mpenapat obHapyxnsaet TUNONUTUYRCKYIO, aMUNONUTHYECKYIO

rlaHllpaa‘mH nnnonnmuacuylo, auunonn'rmecxylo nin oﬁmylo nporeonmmecxyio 8KTUBHOCTL

obuwyr NPOTEONUTUYECKYIO aKTUBHOCTL

0259r+5%

(0,246r-0,27271) 0,261 r

CpeaHna macca Tabnetky u

OAHOPOAHOCTE MACChI 18/20 ¢ 5 % Or-1%po+2%
2/20 £ 10 % ot paccuuTaHHoil cpegnenn | -
MacCh

Pacnapaemocrs He 6onee 60 mun 25 MuH

Onpepenenve aktusHocTH:

= Nunonutuyeckas
aKTMBHOCTB

= AmMunonuruyeckan
AKTUBHOCTL

- O6was
npoTeonuTUdeckas
SKTUBHOCThL

3150 - 7000 EQ. Ph. Eur,
3780 - 7000 EQ. Ph. Eur,
225~ 500 EQl. Ph. Eur.

4931 Ef. Ph, Eur.
4949 E[]. Ph. Eur.
388 EQ. Ph. Eur.

MwkpoGuonoruyeckan

YucToTa:

~ O6uwee uucno
a3pobHbIX
MUKPOOPraHu3mMos

- O6wee wucno
APONOKEBBIX U
nnecHessIx rpubos

= OuTepobakTepuil,
YCTOAUMBLIX K Kenyu

- Escherichia coli

- Bakrepuit popa
Salmonella spp.

- Staphylococcus aureus

Kateropus 35

He Gonee 10* KOE & 1 r (mn)

He Gonee 10°KOE & 1 r (un)

He Gonee 10°KOE & 1 r (mn)
Orcyrereyers 11 {mn)
OrcyTcreyer B 10 1 (mn)

Oreyrcrayet 8 1 r (mn)

3,0 x 100 KOE & 1 r (mn)
<10KOE 8 1r (Mn)

<10KOEB 1r (mn)
Orcyrerayet 8 1 1 (Mn)
Ovcyrereyere 101 (Mn)

Orcyrereyer & 1 r (mn)

¥Ynakoska

Mo 20 Tabnetox & KOHTYPHOI AueRAKoBOIH
ynakoeke (Gnuctep) w3 MBX/NIMBAX
nneHkn  cupmel “Tekni-Plex Gallazzi
S.rl” Wranua (unm aHanoruvHas) u

Mo 20 Tabnetok B KOHTYPHOW RYBAKOBOR

Wranus (unu aHanoruuHas) v oneru anio

Qonbru anioMuHUeBoR no FOCTy 745-

13 NBX/N3/MBOX nnewku tupmel “Tekni-Plex Gallazzi S.rl”

745-2014 (unu axanoruvHan). Mo 1 Gnucrepy ¢ WHCTPYKUMER
N0 NpuMeHeHWKw npenapata B KapTOHHOW nauke no rocry

ynakoske (bnucrep)

MWHIHEBOH no MOCTy

2014 (unu ananornyHas), 33781-2016.
Crpanuua 1 us 4
3A0 «Bepnun-dapmanr, 248926, r. Kanyra, 2-it ABTOMOGUNLHbIA npoespn, a4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, (akc: +7 (4842) 909-501 KNr: 402901001




BEPJINH-OAPMA
MEHAPUHH

MACIOPT Ne 965 - 2021
‘ Me3nm® thopre, TabnerTku NOKpLITLIE 060NOYKO
HaumenoBaHue
(xoHTypHan AveilkoBan ynakoBka (6nucrep)) 20x1 (nauka KapTOHHaR)
Konuyecteo
Homep cepuu 1261021 notpe6. ynakosok | 75 167
B cepun
fata uaroroeneHus 07.2021 logeH ao 07.2024
lMpon3BOACTBO FrOTOBOW NEKAPCTBEHHOM opmb Bepnunx-Xemu AT, FepmaHua
MepsuyHan ynakoeka 3A0 «Bepnun-®apman», Poccus
BTopuuHas / notpebutensckas ynakoska 3A0 «Bepnux-dapmar, Poccus
MpoussoauTens (Buinyckaowmit KOHTPONb Kayecrsa) 3A0 «bepnun-dapma», Poccus
HA N N013391/01-060819; Mam Ne 11 N013391/01-040620;
AHanu3 BBINOTHEH M0 | 11\, 'Ne 2 M ND13391/01-221220,
Mpu TemnepaType He Bbllwe Hara nposegenus
A 28.10.2021 - 09.11.2021
YCrnoBuA xpaHeHu 25 °C B i 0.20 09
Mokasarenu Hopmbi Peaynbrath
Mo 1 6nuctepy c WHCTpyKuwed no
NPUMEHEeHUI0 npenapara B KapTOHHOR
nayke no FOCTy 33781-2016.
Mapkuposxa Ha 6nucrepe Ha pycckom sswike | Ha Bn1cTepe Ha PyCCKOM A3bIKe yKasaHo:
YKa3biBajoT:
» Toproeoe HaUMEeHOBaHWe | TOProBO@ HaMMeHOBaHWe npenapaTa «®»
npenapara «®»
»  IpYyNNUPOBOMHOE HaUMEHoBaHNe TPYNNUPOBOYHOE HAUMEHOBaHWE
»  nexapcreeHHy (opMmy nekapcreseHHan hopma
> aKTMBHOCT aKTUBHOCTb
> coAepkaHne AeiicTByloero | cogepxaHue AeACTBYIOLLEro BEWeCTBE C ykasaHuem
seljecrsa c yKkasaHuem | chepMeHTaTUBHOW aKTUBHOCTH B OAHOI TabneTke
(bepMeHTaTUBHON  aKTUBHOCTH B
0AHO# TabneTke
> norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natnHuue)
CHEMIE/MENARINI» (Ha naTuHuue)
»  HOMEp cepuu 1261021
»  «rofieH Ao0...» 07.2024
Mpumeyanme: Mpumeyanue:
Ha NPOW3IBOACTBEHHYIO ynakoaky Moryr | Ha NPOW3BOACTBEHHYIO YNaKkoBKy HaHEeCeHbLl HeBUAUMBLIE 3HAKK
HaHOCUTLCA HEBUAMMBIE HAKW 3aLWTLL. | 3aWUTHI.
Ha kaproHHoii nauke Ha pycckom | Ha KaPTOHHOW NAYKe HA PYCCKOM A3biKe YKA3aHO:
A3biKe YKaibIBaoT;
»  HaumeHoBaHWe GUPMLI | HauMeHOBaHWE (PUPMBLI Npou3BOAUTENS, cTpaHa
NPOU3BOANTENSA, CTPaHY
»  HaumeHoBaHWe GupMbl, | HaUMeHOBaHWE bUPMBI,  OCYLECTBARIOWEH BLINYCKAKLLMi
OcywecTBnAOwWed  BbiNycKaloLWMi | KOHTPONL KavuecTsa npenapara (B cnyvae OTNUYNA OT PUPMbI-
KOHTpOMNb KayecTsa npenapara (B | NPOW3BOAWTENA), CTPaHa
cnyyae OTNMYMA  OT  CPUPMbI-
NPOU3BOAUTENR), CTPaHY
> norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natunnue)
CHEMIE/MENARINI» (Ha
natuHuue)
» Toprosoe HauMeHoBaHWe | TOProBoe HaumeHosaHwe npenapata «®» (Ha pycckom W
npenapata «®» (Ha pycckom W | aHrnuiickom A3blke)
@HrNUACKOM A3bIKe)
> [PyNNUPOBOMHO®  HAMMEHOBAHWe | rPYNNUPOBONHOE HAUMEHOBaHME (Ha pycckom W aHrnuickom
(Ha pycckom W aHrnuiRCKoM A3LIKe) A3LIKE)
»  nexapcTeeHHyio (opmy nexapcTeeHHan dopma
Crpannua 2 vz 4
3A0 «Bepnux-®apmar, 248926, r. Kanyra, 2-it ABTOMOBUIbHbIA npoesa, a. 5 OrPH: 1027739581968

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

WHH: 7714033558
Knn: 402901001



BEPJ/INH-®APMA
MEHAPUHH

MACTMOPT Ne 965 - 2021
~ Me3um® popTe, TabreTku NoKpLITLIE 0BONOYKOR
Haumenosatine (koHTYpHast sueitkoBan ynakoska (6nuctep)) 20x1 (nauka kapToHHas)
Konuvectso
Homep cepuu 1261021 notpeb. ynakosok | 75 167
B cepuu
fata warotosnexus 07.2021 lopen o 07.2024

MpOM3BOACTBO roTOBOI NEKapCTEEHHOI dopmbi

Bepnun-Xemu AN, Mepmatus

MNepsuyHas ynakoeka

3AQ «bepnuH-dapma», Poccus

BropuyHas / notpebutensckan ynakoska

3A0 «Bepnun-®apmar», Poccus

MpouseoauTens (BoinyckaioLumii KOHTpONb Ka4ecTsa)

3AO «BepnuH-dapmanr, Poccus

HA M N013391/01-060819; Mam N2 1 N N013391/01-040620;
AHNUS BEINOTHEH MO | 1oy, Ne 2 1 NO13391/01-221220.
Mpv Temnepatype He Bbiwe Hata nposegexus
noBuA HK 28.10.2021 - 09.11.2021
Ye XpaHeHus 25 °¢ Anarid 8.10.2021 -0
Mokaszarenwu Hopmubi PeayneraThi

> aKTWBHOCTL aKTUBHOCTE

> KOnW4ecTso TaBneTok 8 ynakoske konwyecteo tabneTok B ynakoeke

> copepxanue AeicTeyowero | coaepxanmve AGIHCTBYIOLIEro BELYECTBA ¢ yKa3aHHeM
Bewlecrsa c ykasaHuem | hepMeHTaTMBHOR aKTMBHOGCTH B OAHO# TabneTke
(hEepmMeHTaTUBHOA aKTUBHOCTH B
OAHOIi TabneTke

» «Copepxut Kpacwtens asopyBuH «Conepkur kpacurens asopyGuH (E122)»
(E122)»

»  cnocob npumeHeHns €nocob npuMeHeHnA

P YGNOBMA XpaHeHWUs YCNOBUA XpaHEHUs

» «Cobniogate  uHCTpYKUMI®  no «CobniogaTs UHCTPYKUMIO NO NPUMEHEHMIO npenapara,
NPUMEHEHWIO npenapata, koTopan | kOTOpas HaXOAWTCH BHYTPU YNaxkoBku»
HaXOAUTCA BHYTPU ynakoeku»

> «llekapcTBeHHOE CPEACTBO XPaHUTL «/lexkapcTBeHHO® CPBACTBO XpaHUTs B HBAOCTYNHOM ANA AeTei
B HEAOCTYNHOM ANA AeTeid MecTe!» | mecrels

> «ynydwaer nuwesapeHues «ynydqliaeT nuwesapeHuen

> «KOMNEHCUPYET HeAOCTATOYMHOCTS “KOMNEHCUPYET HBAOCTATOMHOCTE (YHKUMA NOAXKENYACUHOI
tyHKUMA NOZXeNYA0UHOM Xeneabl» | wenesbi»

»  ycnoBusa oTnycka YCNOBHA OTNycKa

»  paTy U3roTOBNEHWUA 07.2021

»  «rogeH no...» 07.2024

> Homep cepuu 1261021

> WTPUX-KOA LWTPUX-KOA

> perucTpauvoHHbIi Homep PerucTpaUuoHHeA Homep

Mprmevanue: Ha NPOUIBOACTBEHHYIO MNpumeyaHne: Ha NPOMIBOACTEEHHYIO ynaxoBKky

YNaKoBKY MOTYT HAHOCHTLCH!

> HeBUANMbBIE 3HAKW 3aLLUTHI H@ HaHeCEHbl HEBUAUMBIE 3HAKK 3aLLUTH

»  NPOU3BOACTBEHHLIE KOAbI HaHeCeHk! NPOW3BOACTBEHHLIE KOAbI

> 3TUKEeTKA KOHTPONA NepBoro He HaHeCeHa 3TUKeTKa KOHTPONA NEPBOro BCKPLITUS
BCKPbLITUA

»  cpeacTsa uaeHTNMKaLMK HaHeCeHbl cpeacTsa WAEHTUGDUKALMM CUCTEMBI MOHUTOPUHra
CUCTEMBI MOHUTOPUHIa ABWXEHUA ABWXEHWA NeKapCTBEHHbIX npenaparos
NexKapCTBeHHbIX Npenaparos.

Crpanuua 3 ua 4

OrPH: 1027739581968
WHH: 7714033558
KMrn: 402901001

3A0 «Bepnun-dapmar, 248926, r. Kanyra, 2-it ABToMOBUNbHBIMA npoesa, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 909-501



M BEP/IUH-®APMA
MEHAPUHMU

NACTOPT Ne 965 - 2021

Me3um® ¢opre, TabneTkn NOKPLITLIE O60NOYKON

Haumerosanue (KOHTYpHasn AvelkoBan ynakoska (6nucrep)) 20x1 (nayxa KapToHHas)
Konuuecteo

Homep cepuu 1261021 norpeS. ynakosok | 75 167
B cepuu

fara wsrotoenexus 07.2021 loaex ao 07.2024

[Mpon3eoacTBO roToROI NekapcTBeHHOI popMbl

Bepnun-Xemu Al, lepmanus

MepeuyHas ynakoska

3A0 «bepnuH-dapmar, Poccus

BTopuyHas / notpebutensckas ynakoska

3A0 «Bepnun-Papmar, Poccus

Mpoussogutens (Bsinyckarowuii KOHTPO/b KaYecTBa)

3A0 «BepnuH-dapmar», Poccus

AHanu3 BeLINOnNHeH no

HO M N013391/01-060819; N3m Na 1

W3m. Ne 2 M N013391/01-221220.

M N013391/01-040620;

YcnoBus xpaHeHus

Mpu Temnepatype He Bbiwe
25°C

lara nposegenus
aHanusa

28.10.2021 - 09.11.2021

Mokaszatenu

Hopmbi

Peaynbrathi

Cpok roaHocTH

3roaa

3ropa

HavanbHuk OKK

HA N N013391/01-0608189; U3m Ne 1 N N013391/01-040620;
No BCeM nokasaTensm.

3A0 «Bepnun-®apma», 248926, r. Kan

e-mail: reception_kaluga@berlin-chemie.com

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

f,/_éﬁ;/ \%:Y\  Tarnowsunu A.A. 09 1. 2021
{i : "};EPJMQH)M-» (aaTa)
\§;;_ CNyXea >
‘{z;l \KAHECTBA
)
\t\\%-:%:;. TYra® @
CrpaniLia 4 us 4
yra, 2-it AsTomoBunbHbIA Npoesn, 4. 5 OrPH: 1027739581968
UHH: 7714033558
(ake: +7 (4842) 909-501 KNn: 402901001




