m BEPJ/IUH-®APMA
A4  MEHAPUHU

MACMOPT Ne 1048 — 2021

Meaum® thopre, TabneTku nNOKPbITbIE 0GONOYKON (koHTypHas sivelkoBas
Hanmenoearie ynakoeka (6nucrep)) 20x4 (nauka KapToHHasn)
Konuyecrso
Homep cepun 1581121 notpeb. ynakosok | 19 270
B cepuu
flata usrorosnexus 08.2021 lopeH go 08.2024

MpoussoacTso roTosoii nNekapcTeeHHON dopmel

Bepnux-Xemu A, Mepmanuns

MepsuyuHasn ynakoska

3A0 «Bepnun-®apman, Poceus

BropuyHas / notpeburensckas ynakoeka

3AO «Bepnun-®dapmar, Poccus

lMpoussoauTens (Buinyckaowuwywit KOHTPOMb Ka4ecTaa)

3AO «BepnuH-Dapmanr, Poccus

AHanua BbINONHeH no

HO M N013391/01-060819; Wam.
Mam. Ne 2 1 N013391/01-221220

Ne 1 1 N013391/01-040620;

OBLLYI0 NPOTEONNTUYECKYIO AKTMBHOGTL

lNpu Temnepartype He Bhiwe fata nposegeHus
H o 23.11.2021 - 30.11.2021
Ycnoeus xpaHeHus 25 °C ik
Moxaszarenu Hopmbi PesynbTatel
Onucanue Po3ossie, nnockoumnmrapinieciie Pososbie, flockouMnuHapiieckie  Tabnetku  nOKpbITble
TabneTiM NOKPLITLIE 0GONOYKON ¢ NONTH obono4kon ¢ nout nnockonapannentbHbiMu NOBEPXHOCTAMU ¢
MNOCKONAPANNENbHLIMK NOBEPXHOCTAMU 1 | CKOLIEHHBIMM KPOMKamMu, C xapakTepHbIM 3anaxom.
CKOLIBHHLIMM KPOMKaMM, C XaPaKTepHbIM
3anaxoMm.
MoanukHocTL lMpenapar gorken oGHapyxuBaTL Mpenapar obHapywusaet NMNONUTUYECKYIO, aMUNONKTUYECKYIO
MNankpeatuH NNNOMWTUHECKYIO, AMUNONUTUYECKYIO U | 1 061uyio NPOTEONMTUHECKYIO aKTUBHOCTS

0259r+5%
(0.246r-0,2721)

0,256 r

Cpeanan macca tabnemiv u

OBHOPOAHOCTS MACCH! 18/20£ 5% Or-1%a0+3%

2/20 £ 10 % o1 paccumTanHod cpepHen | -
Macchi

PacnagaemocTs He Gonee 60 mun 25 mun

Onpeaenenve aKkTUBHOCTH;

= Junonutuaeckas 3150 - 7000 EL. Ph. Eur, 4624 Efl. Ph. Eur.
aKTUBHOCTL

= Amunonurtiueckas 3780 - 7000 E[]. Ph. Eur. 5212 EQ. Ph. Eur.
AKTUBHOCTL

- Obwan 225 - 500 Efl. Ph. Eur. 400 EQ. Ph. Eur.
npoTeonUTHYECKan
AKTUBHOCTb

MukpoGuononmveckan Kareropus 36

uucrora:

~  Obwee 4ucno He Gonee 10* KOE 8 1 ¢ (mn) 6.2 x 100 KOE 8 1 r (mn)
a3po6HbIX
MUKDOOPraHMaMos

~  Obiee wicno He Gonee 10°KOE B 1 r (mn) <10KOE B 1 r (mn)
LPOXOKEBbIX W
nnecHeswiX rpubos

~  Omrepobaktepui, He Gonee 10°KOE & 1 r (mn) <10KOE B 1 r (mn)
YCTOWYMBBIX K 3Kenuu

~ Escherichia coli Oreyrereyet 8 1 1 (mn) Ortcytcreyet 8 1 1 (mn)

- bBaktepuii popa Orcyrcrayer & 10 r (mn) Orcyrereyet & 10 r (mn)
Salmonelia spp.

- Staphylococcus aureus OteyTcTeyeT & 1 1 (Mn) Orcytcteyers 11 (mn)

Ynaxoeka Mo 20 TabneTok 8 KOHTYpHOW Aueikoson | Mo 20 TabneTox s KOHTYPHOW AueliKOBOW ynakoske (6nucrep)

ynakoeke (Gnuctep) us NBX/MAMBAX
nnexkn  upmbl  ‘Tekni-Plex Gallazzi
S.rl” Wranua (unu aHanoruuHas) u
onsm aniomMuHMesoR no I OCTy 745-
2014 (unwn AHanorM4Han).

u3 NBX/MI/MBAX nneHkn upmsl “Tekni-Plex Gallazzi S.r.."
Wranus (unm axanomuHas) u onsri anMuHMeBO No rOCTy
745-2014 (unm aHanoru4Has). Mo 4 GnucTepa ¢ UHCTPYKLMeH
M0 NpUMEHeHWIo npenapata B KapTOHHOW nauke no [ OCTy
33781-2016.

L

CrpaHuua 1 ua 4

3AC «Bepnun-dapmas, 248926, r. Kanyra, 2-# ABTOMOBUNbHBI npoeag, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, caxc: +7 (4842) 909-501 KInN: 402901001




0 BEPJ/INH-®APMA
A4’ MEHAPUHU

\
MACMOPT Ne 1048 - 2021

Hevmenosatme Meaum® dopre, TabneTkn nokpbITLIe 06onoYKo# (KOHTypHasi sveiikoBas |
ynakoeka (6nucrep)) 20x4 (nayka KapToHHan)
Konuuecteo
Homep cepuu 1581121 notpeb. ynakosok | 19 270
Peo. y
B Cepun
flara narotosnexus 08.2021 lopeH ao 08.2024

MpouasogcTso roTosoii NeKapcTeeHHon hopmbl

BepruH-Xemu Al, Mepmatun

MepsuuHas ynakoska

3AO «Bepnun-®apman, Poccus

BropuuHas / notpe6utensckas ynakoeka

3AO «BepnunH-dapmar, Poccus

Mpoussogurens (BeinyckatoLnmit KOHTPO/b KayecTsa)

8AO «BepnuH-®apmar, Poccust

AHanus BuInonHeH no

HI N N013391/01-060819; Mam.
Mam. Ne 2 N N013391/01-221220.

Ne 11 N013391/01-040620;

Ycnoeus xpaHeHus

Mpu Temnepatype He Bbilwe
25°C

flata nposeaehs | 5q 11 2021 — 30.11.2021

aHanuaa
Mokazatenu HopMebi Pesynirartsi
Mo 4 Gnucrepa c MHCTpYKUWEH no
MPUMEHEHMIO NpenapaTa B KapTOHHOI
nauke no FOCTy 33781-2016.
Mapkuposka Ha 6nucrepe Ha pycckoM na3swike | Ha 6nuctepe Ha PYCCKOM A3bIKe yKazaHo:
YKa3uiBawoT:
» Toprosoe HaUMEHOBAHUE | TOProBOE HauMeHoBaHWe npenapara «®»
npenapata «®»
»  IPYNNUPOBOYHOE HAMMEHOBaHME TPYNNUPOBOYHOR HAUMEHOBAHIE
¥ nexapcTBeHHyio thopmy nekapcreeHHan dopma
>  aKTMBHOCTB aKTMBHOCTL
¥ coaepxaHue Ae¥CTBYIOWErD | copepxanve AedcTeylollero  sewectsa ¢ yKazaHuem
sewecrsa [ yKasaHuem | (bepMeHTaTUBHOW aKTUBHOCTY B O4HOM TabneTke

(bepmeHTaTUBHOW  akTUBHOCTM &
OAHoOW TabneTke

»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuye)
CHEMIE/MENARINI» (Ha natuHuLe)

»  Homep cepum 1581121

»  «rogex fo...» 08.2024

Npumeyanue: Mpumeyanue:

Ha NPOMIBOACTBEHHYIO YNAKOBKY MOryT
HAHOCHTLCS HEBUAMMBIE JHAKM 3aLUMTI,

Ha kaproHmo# nauke Ha pycckom

S3bIKe YKa3bLiBaioT:
»  HauMmeHoBaHue Pupmbl
npoussoauTens, ctpaHy
»  HauMmeHosaHue PUPMBI, | HauMeHoBaHMe uUpMB,
OCYLIECTBNAOWER  BhINYCKAOLWA

KOHTpONL KkauecTsa npenapata (s
cnyyae oTnuyMR Ot DrUpMbi-
npouasoauTens), cTpaxy

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

Toprasoe HauMeHoBaHue
npenapata «®» (Ha pycckoMm u
SHIMUACKOM A3bike)
TPYNMUPOBONHOE  HaUMEHOBaHWe
(Ha pycckom u aHrnuickom AbiKe)

Ha NPOU3BOACTBEHHYIO YNAKOBKY HAHECEHBI HEBMAMMBIE 3HaKN
3aLUMTHI,

Ha kapToHHo# nayke Ha pycciom sasike yKazaxo:
HauMeHoBaK1e MPMbI NPOM3BOANTENS, CTPaHa

OCYWECTBNAOWER  BbINYCKAIOLLMA
KOHTPONb KavecTsa npenapara (8 Cnyyae oTNMuMA OT hUpMbi-
npou3soanTens), crpaqa

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

TOProBOe HaumeHoBaHue npenapata «@®» (Ha pycckom
AHMMWUACKOM R3biKe)

TPYNNUPOBOMHOE HaWUMeHOBaHWe (Ha pycckom aHITIWACKOM

A3bike)

Crpannua 2 ua 4

3AQ «Bepnun-dapman, 248928, r. Kanyra, 2-i ABTOMOBWNBHLIA Npoeag, 4. 5
e-mail; reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, thakc: +7 (4842) 909-501

OrPH: 1027739581968
MHH: 7714033558
KN 402901001




M BEPJ/INH-®APMA

MEHAPUHU

MACMOPT Ne 1048 — 2021

Meaum® topre, Tabnetku NOKPbITLIE 0GONOYKOW (KOHTYpHas sYeiKoBas
Haumerosatie ynakoska (6nuctep)) 20x4 (nauka KapTOHHaR)
Konuuyectso
Homep cepun 1581121 notpe6. ynakosok | 19 270
B Cepuu
Hata usrotoenenus 08.2021 logeH o 08.2024

Mpoussoacteo rotosoi nekapcTeesHon thopmel

Bepnuu-Xemu A, Mepmarns

MNepsuyHan ynakoska

3AO «BepnuH-®apmar, Poccus

Bropuunas / notpebutensckas ynakoBka

3A0 «Bepnun-dapmar, Poccus

Mpoussogurens (Beinyckarowui KOHTPOrb KayecTea)

3A0 «Bepnun-dapmar, Poccus

AHanwu3 sbinonHeH no

HA M N013391/01-060819; Mam.
Mam. Ne 2 11 N013391/01-221220.

Ne 11 NO13391/01-040620;

Ycnosus xpaneHus

INpu Temnepartype He sbiwe [ata nposeseHus
25°C

23.11.2021 - 30.11.2021

aHanusa
Mokazarenu Hopmbi Peaynbrathbl

»  nekapcTeenHyio Gopmy nekapcreeHHan dopma

»  BKTMBHOCTb AKTMBHOCTb

»  KONMYECTBO TaBneTok B ynakoske KonuuecTso TabneTok s ynakoske

®  copepxanue AedcTeyiowero | copepxaHue AeACTBYIOWEr0  BeuwlecTea ¢ yKasaHuem
BelwecTsa c yKa3ahuem | (DepMeHTaTWUBHOWN aKTMBHOCTY B 0aHON TabneTtke
DEepPMEHTATUBHOW  aKTMBHOCTH B
0AHOW TabneTxke

» «Copepwur kpacurens a3opy6un | «Copepwu kpacutens a3opybuu (E122)»
(E122)»

»  cnocob npumereHus cnocob npumexeHms

»  yCnoBWa xpaHeHus YCNOBUA XpaHeHus

»  «Cobmoparte UHCTRYKUMIO no | «Cobrnoaars UHCTRYKLMIO N0 NpUMEHEeHMI0 npenapara,

NPMMEHEHWIO npenapata, KoTopas
HaXOAUTCA BHYTPH YNaKoBKM»

» «llekapcTeeHHoe CPeacTso XpaHuTh
B HEAOCTYNHOM ANA AeTei mecTely

> «ynyqwaet nuwesapenues

mectel»

“KOMMNEHCMPYeT HeaoCTaTOMHOCTL

DyHKUMIA NOmXENyA0NHOM Xenesbis Henessi»

¥ ycnosus oTnycka YCnoBuA oTnycka

»  party uarotoenens 08.2021

¥ «roged po...» 08.2024

> HOMmep cepum 1681121

> wWrpux-koq WITPUX-KOZ

¥ pervucTpauMoHHLIA Homep PErUCTPALMOHHBIA HOMep

MNpumeyanue: Ha NPOU3BOACTBEHHYIO
YNaKOBKY MOrYT HRHOCUTBLCA:
> HEBUAVIMBIE IHEKN 3aLUTHI

> NPOW3BOACTBEHHLIE KOABI

»  3TMKeTKa KOHTpons nepsoro
BCKPBITUA

KOTOPan HAXOAWTCA BHYTPH YNakoski»
«/leKapCTBeHHDE CPEACTBO XPaHUTL B HEJL0CTYNHOM ANS geTen

«ynyqwaer nuuesapeHue»

“KOMNEHCMPYET HEAOCTaTONHOCTL

MNpumevanue: Ha NPOM3BOACTBEHHYIO YNaKosKy
HE HAHECeHLI HEBUANMBI® 3HAKW 3aWNTL!
HaHECeHs! NPON3BOACTBEHHBI® KOLI

HE HaHeceHa aTHkeTKa KOHTpons nepsoro BCKpbITUA

yHKUMIA NOAXKENYAOUHON

Crpanuya 3 ua 4

3A0 «Bepnun-dapman, 248928, r. Kanyra, 2-i ABTOMOBUNLHBIN npoean, n. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, akc: +7 (4842) 908-501

OrPH: 1027739581968
MHH: 7714033558
KMN: 402901001




BEPJ/IMH-®APMA
. MEHAPHUHHA

MACIOPT Ne 1048 - 2021

HawmeHoBaHue

Meaum® chopre, Tabnetkm no
ynakoeka (6nucrep)) 20x4 (nayk.

KPLITbie 00OMOYKON (KOHTYPHas siYeiKoBas

A KapPTOHHasn)

Konuuectso

Homep cepun 1581121 notpeb. ynakosok | 19 270
B cepum

Hata usrotoenenus 08.2021 lopeH go 08.2024

MNpowaeogcTeo rotosom NEeKapcTBeHHOA hopmbl

Bepnux-Xemu AT, Fepmarus

MNepeuyHas ynakoeka

3A0 «BepnuH-®apmay, Poccus

Bropuunas / notpe6utensckas ynakoeka

3A0 «Bepnut-dapmar, Poccus

MpownssoguTens (BeinyckatoLyuii KOHTPONbL KavecTsa)

3A0 «Bepnun-®apmay, Pocous

AHanu3 ebinonHeH no

HA M N013391/01-060818; Mam. Ne 1 11

Wam. Ne 2 M N013391/01-221220.

N013391/01-040620;

YCRoBMS XpaHeHus ﬂpb: Temneparype He Bbille Oara nposegexus 23.11.2021 — 30.11.2021
25°C aHanusa
Mokazarenu Hopmbi Pesynbrarbl
»  CPeACTBa UABHTMCDUKALMA HaHeCeHbl CPEeACTBA MAeHTUDMKAUMM CUCTEMBI MOHUTOPUHIa
CHUCTEMBI MOHUTOPHHIa ABWKEHUA ABKEHUA NEKAPCTBEHHBIX npenapartos
NEeKapCTBeHHLIX Npenaparos.
Cpok rogHocTy 3ropa

3aknioyeHue:

HavansHuk

i “BEPTHH-GAPMA” | &

CIY)KBA
KAYECTBA

XATYTA

Farnowsunu A. A,

BaHuam HL I N013391/01-060819; Mam. Ne 1 1 N013391/01-040620;
-221220 no BceM nokasaTtensm.

30,11, 201

(nara)

Crpankuua 4 ua 4

3A0 «Bepnun-dapman, 248926, r. Kan

e-mail: reception_kaluga@berlin-chemie.com

Ten.: +7 (4842) 908-500,

thakc: +7 (4842) 909-501

yra, 2-it AsTomoGunbHLIA npoeaa, 4. 5 OrPH:

WHH:
Knr:

1027739581968
7714033558
402901001




BEPJINH-®APMA
MEHAPUHUA

NOATBEPXOEHUE COOTBETCTBMUA

Ne 1048 - 2021
ToproBoe HaumeHoBaHue Me3sum® dopre
apogHoe Henarte H
MexgyHapogHoe HenarenTosakHoe T —

HauMeHoBaHue

Tabnetkn nokpbiTbie  0BONOYKOI

(koHTypHast sueiikopas ynakoeka
®opma sbinycka (6nncTep)) 20x4 (nauka KapTOHHas)

Homep cepuu 1581121

KonuuecTso norpeturensckux 19 270

yNakosoK B cepum

[ara uarotosnexus 08.2021

Cpok roaHocTu 08.2024

MpoussoacTso roToeoii
nekapcTeseHHol hopmbi

Bepnun-Xemu AT, lepmanus,
Tempelhofer Weg 83, 12347, Berlin, Germany

MNepsuyHas ynakoska

3A0 «bepnuH-dapmar, Poccus
248926 r. Kanyra, 2-oi ABTOMOGUNBLHBIA Npoeag, a5

Bropuunas/notpe6urenscias
ynakoska

3AO «bepnuH-dapmanr, Poccus
248926 r. Kanyra, 2-oi ABTOMOGUNBLHBIN Npoean, a5

Mpouasogurens (Bbinyckaiowuit
KOHTpONb KavyecTsa)

3AO «BbepnuH-dapmay», Poccus
248926 r. Kanyra, 2-oi1 ABTOMOBMNLHbBIA npoesn, a. 5

Homep u nara perucrpaunonHoro
yAOCTOBEpEeHus

M NO013391/01 ot 06.04.2007
fata nepeotopmnenus 06.08.2019

HaumeHnosaHue un aapec gepxarens
PEr1MCTPaUMOHHOIO yaoCTOBEpeHUs

3A0 «bepnun-®apmanr, Poccus
248926 r. Kanyra, 2-o0i1 ABTOMOBHALHLIA npoesg, a. 5

HopmartusHas AOKyMeHTauus

H N N013391/01-060819: Mam. Ne 1 N N013391/01-040620;
Wam. Ne 2 M N013391/01-221220.

HACTOALIUM OKYMEHTOM Mbl NOATBEPXOAEM:

- NPOM3BOACTEO,

SKOHOMu4eckoi komuccum ot 03.11.2016 N 77 «O6 yreepxaeHuu Mpasun Hagnexauweir NPOM3BOACTBEHHOM
NpakTvku EBpasniickoro akoHoMUYeCKoro colosan

- Ccepwus NeKapcTeeHHoro npenapara COOTBe_ TPEGOBQHMHM, yCTaHOBNeHHbIM npu ero
rocyaapcTBeHHOl perucTpaumu >
YnonHomoueHHoe nuuo  Anekceesa C.M.: ‘,/ Z’D 01 12 0
Coenenns 06 amecraum [ (“Bepmpy ' =
Mpukas Munsapasa Poccun Ne 230 ‘;E\ i - sara
oT 19.03.2021 W3\ KeA

-\ KAYECT
\\ ;,Lﬂ BA £

.\\"\\‘ Py e “c;@:‘,x

R MIVIA ¢ 22

s

Crpamuua 1 ua 1

3A0 «Bepnun-bapmay, 248926, r.

e-mail: reception_kaluga@berlin-chemie.com

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

OI'PH: 1027739581968
MHH: 7714033558
KNn: 402901001

Kanyra, 2-it ABTOMOBUNbHbIA npoesp, 4. 5

(4842) 909-501




PAALHAS CAYXEA 10 HAAOPY

EPE 2APABOCXPAHEHMA

«CBefjeHnA 0 BBOJE B rpaXAaHCKuil 060poT B POCCUICKOA depepaynm NnekapCcTBEHHbIX

CpencTB NO COCTOAHMIO Ha 22.01.2022 09:38»

Opranm3anus,

Ganctepsi (4),
MAYKH KAPTOHHbIE/ ~

(3A0
"BEPJIHH-DPAPMA™)

YNAKOBKY)): 3aKpHTOE aKIHOHEPHOE
obmectso "BEPJIHH-®APMA" (3A0
"BEPJIHH-OAPMA"), Poccus

(¥ nakosmuk/dacobuui
(BTOPHYHASA/TPETHYHAS YIAKOBKa))

Ham. Ne2 k I
N013391/01-060819

Jlara BHecenus B [ponasoanTens Homep Homep, nata
Toprosoe N Hopmarusnas BBLINYCTHBINASA B
AHC (BBIMyCKA MM Crpana Caeflennsi 0 CTagHAX NPOH3IBOACTEA . CepHH, pa3pemenHs
HAHMEHOBAHHE JIOKYMEHTAIHs FPaKAAHCKHI
Pocagpasnamopa KOHTPOJIB) : NapTHH na HIII
obopor
Bepmni-Xemu AT, Tepmanus
(Ipoussogutens (rotosoit JId));
3akphiToe aKIHOHEPHOE OOWECTBO
Meaum® dopre; 3aKpeITOE AKIHOHEPHOE "BEPJIHH-PAPMA" (3A0 [T NO13391/01-060819;
TabneTku nokpuiteie | ofmectso "BEPJIMH-PAPMA™), Poccus Ham. Nel k I1 3A0
01.12.2021 o6os0ukoi 20 mr., "BEPJIHH-®APMA" Poccus (¥ naxoBumk/hacoBmmK (B nepEHuHyI0 NO13391/01-060819; .._.mnvsxm.emczwz 1581121 -




