BEPJINH-®APMA
MEHAPUHUA

NOATBEPXXOEHUE COOTBETCTBUSA

Ne 417 - 2021
Toprosoe HalMeHoBaHue Me3um® dopre
MexayHapogHoe HenaTeHTOBaHHOE
lMaHKkpeaTuH

HauMeHOoBaHue

dopma Bbinycka

Tabnetkn nokpoiTele OBONOMKOW (KOHTYpHEs HAYelkoBas YnakoBKa
(6nucTep)) 20x1 (nauka kKapToHHaA)

Homep cepuu 0470421
Konuyecteo noTpebutenbckux 74 915
yNaKkoBOK B cepun

[arta naroToeneHua 01.2021
Cpok rogHocTu 01.2024

[pon3BOACTBO roTOBOR
neKapcTBeHHO| hopmbl

BepnuH-Xemu AT, Mepmanus,
Tempelhofer Weg 83, 12347, Berlin, Germany

MNepBuyHan ynakoeka

3A0 «bepnuH-dapmar», Poccus
248926 r. Kanyra, 2-oi AsTomo6unsHbIN npoeag, 4. 5

BropuyHas/norpeburensckas
ynakoeka

3A0 «BepnuH-dapmax», Poccus
248926 r. Kanyra, 2-oit AsToMoBuncHbIA npoesg, 4. 5

MpowssoguTtens (BeinyckatoLwmia
KOHTPONb KavyecTsa)

3A0 «bepnun-bapmar», Poccun
248926 r. Kanyra, 2-oit AsToMoBuneHeIN npoeas, 4. 5

Homep 1 aara perucTpaumoHHoro
YACCTOBEPEHUA

M N013391/01 ot 06.04.2007
[Hara nepeodopmnenvn 06.08.2019

HaumeHoBaHue 1 agpec gepxarens
PEruCTPaLNOHHOTO YAOCTOBEPEHUA

3A0 «bepnuH-®apma», Poccus
248926 r. Kanyra, 2-oii AeTomoGunbHbIA Npoesg, a. 5

HopmaTtueHan OKyMeHTaLus

HL M N013391/01-060819; Uam. Ne 1 M N013391/01-040620;
Wsm. Ne 2 M N013391/01-221220.

HACTOALWMM NOKYMEHTOM Mbl NOATBEPXXOAEM:

- MPOW3BOACTBO, XPaHEHWe W KOHTPOMb BbILLEYKasaHHOA CepuM roTOBOM NpOAYKUMW OCYLLECTBNEHbI B
cooTsBeTcTBUM C TpeGoBaHMAMKM npukasa MuxnpomTopra Poccum ot 14 uoHa 2013 r. N 916 «[Mpasuna
Haanexalwen npousBoACTBEHHOW npakTuku» (B ped. ot 18.12.2015) u pewenus Coseta EBpasuickoi
3KoHOMUYeckoW komuccumn ot 03.11.2016 N 77 «O6 yTeepxaeHun lMNpasun Hapnexawen npou3BoACTEEHHOM!
npaxKTuk1n EBpasMncKoro 3KOHOMUYECKOro Coro3an

- Cepusi  NeKkapcTBEHHOro
rocyAapCTBEHHOW perucTpauuu

YnonHomoveHHoe nuuo

Ceeaennn 06 atrectaumm

Mpuka3s MuHsapaea Poccun Ne 230
ot 19.03.2021

npenaparta

Anexceera C.

YCTaHOBNEHHLIM npu  €ro

30 04 200

Aata

Crpanuya 1 m3 1

3A0 «bepnuH-Papmanr, 248926, r. Kanyra, 2-i ABTOMOOWNbHLIA Npoeas, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

OrPH: 1027739581968
WNHH: 7714033558
Knr: 402901001




BEPJINH-®APMA
MEHAPUHHA

NACHMOPT Ne 417 - 2021

Mesnm® hopTe, TabneTku NOKpLITLIE o6onoukon
HawumeHoBaHue e
(koHTYpHaRA AYeHKoBaA ynakoska (6nucrep)) 20x1 (nauka KapTOHHaRA)
Konun4ecteo
Homep cepuu 0470421 noTpeb. ynakosok | 74 915
B CEPUN
[laTa usrotoBneHna 01.2021 loaeH Ao 01.2024
MpoM3BOACTBO FOTOBOW nexkapcTBeHHOM opMmbl Bepnun-Xemu Al', FepMaHia
MepBuyHan ynakoeka 3A0 «Bepnun-dapmar, Poccus
BropuuHas / norpebuTensckas ynakoska 3A0 «Bepnun-dapmar, Poccua
MpoussoauTens (BbinycKaroLwuii KOHTPONb Ka4yecTea) 3A0 «Bepnux-®apmar, Poccus
HA M N013391/01-060819; Asm Ne 1 N N013391/01-040620;
H ' i
AHanus BINOMHEH M0 | |13y No 2 [ NO13391/01-221220.
YCnoBus XpaHeHus MNpy TemnepaType He BuillS flata npoBEACHNA | 44 04.2021 - 29.04.2021
25°C aHanusa
Moka3sarenwu Hopmbi PesyneTarthl
OnwcaHue PosoBble, nnockouMnuHapuuecke | Po3oBbie, nNOCKOUANMHAPWYECKMe  TabneTkn  noKpuITbie
TabneTku nokpiTbie 0GONOYKOA C NOYTH oB0nouKO C NOMTH NAockonapannensHelM! NOBEPXHOCTAMN W
NOCKONAPAnnensHLIMI NOBEPXHOCTAMM U | CKOLLGHHEIMM KPOMKAMMU, C XapaKTePHbIM 3anaxoM.
CKOLLEHHBIMM KPOMKaMi, C XapakTepHbiM
3anaxom.
MoANUHHOCTE MpenapaT  AOC/MKEH oBHapyxuBaTe | TMpenapar oBHapyWBaeT NUNONUTUHECKYIo, AMWNONUTUHECKYID
MankpeaTvH NMNONUTUYECKYIO, aMUNONUTAYECcKyio ¥ | 1 obliyio NPOTEONUTUHECKYIO aKTUBHOCTE
o6LLYyI0 NPOTEONUTUYECKYIO AKTUBHOCTD
0259rt5%
(0,246 r-0,27271) 0,260r
CpeaHnAn macca TaBneTki u
OAHOPOAHOCTL Macch! 18/20£5% Or-2%apo+ 3%
2/20 + 10 % OT paccuuTaHHoh cpeated | —
Mmacchl
PacnasaemocTte He 6onee 60 muH 19 MUH
Onpeaenenue aKkTUBHOCTH:
- JlunonuTudyeckan 3150 — 7000 EA. Ph. Eur. 5173 EQ. Ph. Eur.
aKTUBHOCTb
- AMWnonuTuMeckas 3780 - 7000 EAL. Ph. Eur, 4640 EQ. Ph. Eur.
aKTUBHOCTE
- Obuwas 225 — 500 EQ. Ph. Eur. 355 Ef. Ph. Eur.
npOTEOoNUTUHECKaRA
AKTUBHOCTb
MukpoBuonoriyeckas Kateropwsa 3b
yucToTa:
—  OBuwee wcno He Gonee 10* KOE 8 1 1 (Mn) 4,5x 10 KOE 8 11 (Mmn)
aIpobHbIX
MUKPOOPraHnamMos
—  OBuwee ukcno He Gonee 10°KOE & 1 r (Mn) <10 KOE B 1 (Mn)
APONOKEBBIX
nnecHessix rpubos
—  BuTepobakTephi, He 6onee 10°KOE 8 11 (Mn) <10 KOE B 11 (Mn)
YCTORYMBBIX K KENHU
- Escherichia coli Ovcyrerayet 8 11 (Mn) Orcyrereyer 8 1 1 (mn)
- Bakrepui poaa Orcytcteyetrs 10T (mn) OtcyrereyeTB 10T {mn)
Salmonella spp.
- Staphylococcus aureus Orcytcreyets i r (mn}) OtcyterayeT B 17 (MN)
Ynakoska Mo 20 TaGneTok B KOHTYPHOR suenkosol | Mo 20 Tabnetok B KOHTYPHOI RU@AKOBO/ ynakoBke (6nuctep)
ynakoeke (6nuctep) W3 nBX/nNamspx | us MBX/NA/MBOX nneHkn hupMsl “Tekni-Plex Gallazzi S.r.1"
nneHku cupmbl  “Tekni-Plex Gallazzi | Mranua n onem amomuHuesoi no [OCTy 745-2014.
S.rl” Wranwa (wnu ananorunas) wu | Mo 1 Bnucrepy ¢ WHCTPYKUMUEH No NPUMEHBHWUIO npenaparTa B
(honbrv anioMUHUEBOR N0 FOCTy 745- | kapToHHORA nauke no roCTy 33781-2016.
2014 (nnn aHanoruyHas).
Ctpanuua 1 13 4
3A0 «Bepnux-dapman, 248926, r. Kanyra, 2-it ABTOMOBUMbHBIA NPOE3A, A. 5 OrPH: 1027739581968
e-mail: reception_kaluga@beriin-chemie.com WUHH: 7714033558

Ten. +7 (4842) 909-500, cpakc: +7 (4842) 909-501 Knn: 402901001




BEPJTUH-®APMA
MEHAPUHH

NACTIOPT Ne 417 - 2021

Me3um® dhopTe, TaBneTkn NOKpbITbie 06GoNoYKOH
Hanwenosatne (koHTypHas siveikoBas ynakoska (6nucrtep)) 20x1 (navka KapTOHHaA)
Konu4ecteo
Homep cepuu 0470421 notpeB. ynakosok | 74 915
B Cepuu
[laTa M3roToBneHuR 01.2021 lopex ao 01.2024
Mpon3BOACTBO rOTOBOMK NEeKapcTBEHHOW OpMbI BepnuH-Xemu AT, l'epmaHua
MNepBWYHaA ynakoeka 3A0 «BepnuH-®dapmay, Poccua
BropuyHas / notpebutensckas ynakoBka 3A0 «BepnuH-®apmar», Poccus
MpoussoauTens (BbinyckaloLwui KOHTPOIb Ka4ecTBa) 3A0 «Bbepnun-®apmar, Poccun

HII 1 N013391/01-060819; Viam Ne 1 I N013391/01-040620;
AHanua BEINOMHEH MO | 1., 'No 2 1] N013391/01-221220.

YCOBUSA XPaHEHHA rlpv; TeMmneparype He Bbllle [ara npoeegeHns 14.04.2021 — 29.04.2021
25°C aHanwaa

Mokasarenu Hopmbt PeaynbTatbl

Mo 1 6Bnucrepy ¢ WHCTpykuued no
npUMEHeHNI0 Npenapara B KapTOHHOM
nayke no FOCTy 33781-2016.

Mapxuposka Ha 6nuctepe Ha pycckom n3bike | Ha Gnucrepe Ha pycckom A3bike YKa3aHo!

YyKa3biBaT:

» Toprosoe HauMeHOBaKWE | TOProBoe HaumeHoBaHue npenapata «®»
npenapata «®»

> rPYNNUPOBOYHOS HaumMeHoBaHue rpynnupoBoYHoe HanmeHoBaHue

» nekapcTeeHHylo dopmy nekapcTeeHHas topma

»  aKTUBHOCTb aKTNBHOCTL

> coaepXaHhe AeCTBYIOLEro | CopepXaHne AeACTBYIOLEro BeLECTBa ¢ yKasaHueMm
seLjecrea ¢ ykasanmeM | (hepMEHTATUBHON BKTUBHOCTH B OAHOM TabneTke

(PepMEHTATUBHOW  aKTUBHOCTU B
oaHom Tabnetke

¥ noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
CHEMIE/MENARINI» (Ha natununue)

»  HOMep cepun 0470421

P «roAeH fo...» 01.2024

MNMpumeuanue: MpumeyaHue:

Ha MPOWIBOACTBEHHYIO YNAKOBKY MOTYT | Ha NPOM3BOACTBEHHYIO YNAKOBKY HAHECEHbLI HEBMAWMBIE 3HAKH
HAHOCUTLCA HEBUAUMBIE 3HAKHM 3aLYNTLI. | 3ALYUTHI.

Ha KkapTOHHOW nauke Ha pycckom | Ha KapTOHHOI Nau4ke Ha PYCCKOM A3bIKS yKa3aHo:
A3biKe YKa3biBaloT:

» HauMeHOBaHWe WpMbI | HauMeHoBaHWE UPME! NPOUIBOANTENS, CTPaHa
NPOU3BOAUTENA, CTPaHY
» HauMeHoBaHue (hvpMbl, | HAUMEHOBAHWE (HVPMBl, OCYLIECTBRAIOWER BbINyCKaOWMA

ocywecTeNALLei  BbiNycKaLWUA | KOHTPONb Ka4ecTsa npenapara (B crydae OTNU4MA OT hupMbl-
KOHTPONb kauecTBa npenapata (B | NPOM3BOAUTENS), CTPaHA

cnyd4ae OTIMMMA  OT  HpMbI-
nponsBoAuTens), CTpaxy

» norotuan «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha nathHuLe)
CHEMIE/MENARINI» (Ha
naruHuue)

» Toprosoe HauMeHoBaHvWe | Toprosoe HawMeHoBaHWe npenapava «®» (Ha pycckom w

npenapara «®» (Ha PycCKOM W | @HIMUACKOM A3bIKE)
aHrNUACKOM A3bIKE)

» [PYNNUPOBOYHOE  HAWMEHOBAHWe | rpyNNUPOBOYHOE HaWMeHoBaHWe (Ha PYCCKOM W @HIMIMACKOM
(Ha pyccKoM W aHrnuiickom A3bike) A3biKe)

» neKkapcTeeHHyw thopmy nexapcTeeHHan gopma
Crpanvua 2 u3 4
3A0 «BepnuH-Gapmax», 248926, r. Kanyra, 2-i AsToMoBunbHbIA npoeaa, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, cpaxc: +7 (4842) 909-501 KNM: 402901001



BEPJINH-®APMA
MEHAPUHU

MACMNOPT Ne 417 - 2021

Meaum® topTte, TabneTkn NOKpbITbIe 0GONOYKOK
HanMeHoRatine (koHTypHan AYeikoBas ynakoska (6nucrep)) 20x1 (nayka kapToHHas)
Konuyecreo
Homep cepun 0470421 notpeb. ynakosok | 74 815
B cCepuu
[ara nsrotoBneHusa 01.2021 lopeH Ao 01.2024
Mpon3soACcTBO FOTOBOW NEKApPCTBEHHON hopMbi Bepnun-Xemu Al, Fepmanns
MepBuyHan ynakoska 3A0 «bepnux-Papmay, Poccus
BropuyHan / notpebutenbckasn ynakoeka 3A0 «bepnux-dapmayr, Poccus
MpouasoauTens (Boinyckaiowuit KOHTPONL Ka4YecTsa) 3A0 «bepnun-Papmar», Poccus

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

AHanus BeINOMHEH NO | 4. ‘No 2 7 NO13391/01-221220.

b
YCroBus XpaHeHs LIEN TRSIBER YD Ae BEile fara npoBeAeHUs | 44 04,2021 - 29.04.2021
25°C aHanwsa
Mokasarenu HopmMbli PesynbTatbl
»  aKTMBHOCTb aKTMBHOCTDb
» xonwyectso TabneTok B ynakoske xonudectso TabneTok B ynakoske
»  coaepxaxue AeilcTBylOWEro | cogepxanue 4efcTBYIOLLEro BELeCTBa C yKasaHuem
pelwjecrsa [+ ykaaaHwem | hepmeHTaTUBHOM aKTUBHOCTY B OfHOW TabneTke

(epMeHTaTUBHOW aKTUBHOCTH B
oaHoR TabneTke

» «CoagepxnT kpacutens asopybud | «Copepxut kpacutens asopybun (E122)»

(E122)»
» cnocof npuMeHeHuA cnocob npuMmeHeHnn
»  YCNOBUA XpaHeHWs YCNOBWA XpaHEeHUA

«Cobnioaate  uHcTpykumio  no | «CobnioaaTe MHCTPYKUMIO MO NPUMEHEHWIO Npenapara,

NPUMEHEHUIO Mpenaparta, KOTopas | KOTOPas HaXOAWTCA BHYTPH YNakosku»

HaxOAUTCA BHYTPW yNakoBkn»
»  «JleKapcTBeHHOE CPEACTRO XpaHuTh | «JlekapcTBeHHOe CPeACTBO XPaHUTL B HBAOCTYNHOM ANA AeTeid

B HBAOCTYNHOM ANA aeTell mecTel» | mectel»

P «ynyuqllaeT nuLepaperues «ynyYLLAET NULeBapeHuen

P GKOMNEHCMDYET HEJOCTATOMHOCTh | «KOMNEHCUPYET HeAOCTAaTOUHOCTb (PYHKLMA NOAKENYAOHHOR
hYHKLWIA NOAKENYAOUHON Xenesbi» | Xenesi»

»  ycnoBua oTnycka YCNOBWA OTNYCKa

¥ AaTy u3rotosneHua 01.2021

»  «rogeH Ac...» 01.2024

» HOMep cepuu 0470421

» WTpUX-KoA WITPUX-KOA

»  PerucTpaunoHHeli Homep PerucTpaLMoHHbIA HoMEep

MNpHUMeyaHWe: Ha NPOUIBOACTBEHHYIO MpuUMeyaHue: Ha NPOUIBOACTBEHHYIO YNAKOBKY

YNaKOBKY MOTYT HaHOCUTLCA:

»  HEBMAWUMbIE 3HAKM 3ALWNTSI He HaHEeCeHb! HeBUAWMBIE 3HAKW 3aLUUTbI

» NPON3BOACTBEHHbLIE KOA HaHeceHsl NPOW3BOACTBEHHbIE KOAb

> 3TWKETKA KOHTPOSR NEepBOro HE HaHeCeHa 3TWKeTKa KOHTPOJA NePBOro BCKPLITUA
BCKPbITUA

»  CpeacTsa MABHTAGUKALMAU HaHECEHbl CPEACTBA MABHTUDMKALWMA CUCTEMbl MOHUTOPWMHIa
CUCTEMbI MOHUTOPHHTE ABWKEHNA ABWKEHWUA NeKapCcTBEHHBIX NpenapaTos
NeKapCTBEHHBIX NPenaparos,

Crpanuua 3 13 4
3A0 «Bepnun-®apmar, 248926, r. Kanyra, 2-# ABToMoGunbHbIA npoesa, A. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WMHH: 7714033558

Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KMN: 402901001



BEPJINH-®APMA
MEHAPUHHA

MNACMOPT Ne 417 - 2021

Mesum® topTe, TabneTkn NOKpLITLIE 0GONOYKON

Hanmenosarme (KOHTYpHanA ANeMKOBas ynakoBKa (6nucrep)) 20x1 (nayka KapToHHas)
Konuyecreo

Homep cepuu 0470421 notpe6. ynakosok | 74 915
B Cepuu

Hara uarotoenexus 01.2021 FogeH ao 01.2024

TMpOU3BOACTBO roTOBOH NeKapcTBEHHOM hopMbi

BepnuH-Xemu AT, Fepmanuna

MepsuuHan ynakoeka

3A0 «Bepnun-dapmar, Poccus

BropuyHas / notpebutensckan ynakoska

3AQ0 «Bbepnun-®apmas, Poccus

MpouseoauTent (BoinyckaloLuii KOHTPONL KaYecTBa)

3A0 «Bepnux-dapmar, Poccus

AHanus BbINOAHEH No

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

Wam. Ne 2 M N013391/01-221220.

YCcnoBua xpaHeHus

Mpu Temnepatype He Bbiwe
25°C

[Hata npoeeneHms
aHanuaa

14.04.2021 - 29.04.2021

Moka3saTenwu

Hopmsi

Peaynerathbl

Cpok rogHocTu

3ropa

3roaa

Karaesa E.M. 29, 04, 2011
{aata)
CrtpaHuua 4 13 4
3A0 «bepnunx-dapmar, 248926, r. Kanyra, 2-i ABTOMOBUNbHBIA Npoesn, 4. 5 Ol'PH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558
Ten.: +7 (4842) 909-500, caxke: +7 (4842) 909-501 KN 4n02a01001



