v

BEPJINH-®APMA

MEHAPUHHA

MACNOPT Ne 76 — 2021

Me3um®

Mpo, vabneTtku KUWEYHOPACTBOPUMbLIE, NOKPLITHIE oBGOnOYKOR
il (koHTypHas sivenkoBan obonouka (Gnucrep)) 10x2 (nauka KapToHHas)
Konuuectso
Homep cepuu 0040121 notpeb. ynakoeok | 54 224
B CEpuu
Nara wsrotosneHus | 11.2020 lopeH Ao 11.2023

[MpoM3BOACTBO rOTOBOI NEKAPCTBEHHON HOPMBI

3A0 «bepnuH-dapmay, Poccus

MepeuyHan ynakoeka

3A0 «BepnuH-dapma», Poccus

BropuyHas / noTpebutensckas ynakoeka

3A0 «bepnuH-dapmar», Poccus

MponzsoguTent (BoinyckaoLui KOHTPONb KavyecTsa)

3A0 «BepnuH-dapmar», Poccus

AHanws BbINOMHER No

HZ M N014681/01-140420

YcnoBus xpaHeHus

Mpu TemnepaTtype He Bbilwe

[arta npoBeneHus

28.01.2021 - 11.02.2021

25°C aHanuaa
Mokaaarenu Hopmbl Peaynurathi

Onucanune Po3oBbie nnockouunuHapuseckue | Pososble NAOCKOLUNUHLPUYECKIE TabneTku, NOKPbITbIE
Tabnetiu, nokpuiTele 0Bonouko, ¢ nouTi | 0BONONKOW, ¢ NONTH NNOCKONAPANNENLHLIMA NOBEPXHOCTAMU 1
nnocKofapannenbHeMu NOBEPXHOCTAMU W | CKOLUBHHLIMU KDOMKaMW, Ha WanoMe BOIMOXHBI KOpPWJHEBbie
CHOLUBHHBLIMM  KDOMKEMI, Ha W3MOME | BKDANNEHus
BO3MOMHbI KOPM4HEBLIE BKpanneHun

MNoannHHOCTB Npenapat  pomken  ofHapysvBate | Mpenapar 0BHAPYKMBAET NANONMTHNECKYIO, aMUNONNTIHECKYIO U

MankpeaTvin NUANOTNATUHECKYIO, BMUNONUTUUYBCKYI0 ¥ | OBLLYIO NPOTECNUTUYECKYIO BKTUBHOCTD.

0BLLYI0 NPOTEOAUTUHECKYID AKTUBHOCTD,

CpepHas macca TabneTiu u
OAHOPOAHOCTL MacCht

0,334 r+5% (0,317 r- 0,351 r)
18/20£ 5%

2/20 + 10 % oT paccuuTaHHO# cpeHed
Macchbl

0,320r
Or-2%p0+2%

Pacnapaemocts

Cpepa:

- 0,1 M pacrsop
XNOPUCTCBOAOPOAHOH
KMCNOTh!

- Gocthathuinl BydepHbii
pacrsop cpH 6,8

yepes 120 mun Bea uaMeHeHuR

He Gonee 60 MuH.

CooTseTtcryer

8 MUH

Onpejenesne akTUBHOCTHI:

- Nunonutuueckas He menee 9000 Efl. Ph. Eur. 11854 EQl. Ph. Eur.
AKTUBHOCTb {ne mexee 90 % OT 3anBNEHHOM)

- AMWNONUTUYECKAA He mexee 6750 EJl. Ph. Eur. 9857 E/l. Ph. Eur,
SKTUBHOCTb (He meree 90 % OT 3aABNBHHOMN)

~ Obuwan He menee 338 Efl. Ph. Eur. 543 E[l. Ph. Eur.
npoTeoAnTUIECckan {He meHee 90 % oT 3anBReHHON)
8KTUBHOCTb

MukpoBuonorudeckas Kareropus 3B

yucToTa:

—  O6uee wucno He Gonee 10* KOE B 1 r (un) 6,0 x 10 KOE 8 11 (mn)
23p0BHBIX
MUKDOOPraKuamos

- OBwee YHeho He Gonee 10°KOE 8 1 r (mn) <10KOE® 11 (mn)
ADONOKEBbIX W
nnecHesbIx rpubos

-~ Ourepobakrepwi, He Gonee 10°KOE & 1 r (wn) <10KOE® 11 (Mn)
YCTORUMBLIX K HENYNA

- Escherichia coli Orcyrcrayet B 1 r (Mn) Oveyrersyet 8 1 1 (mn)

-~ Salmonelia Orcyrcrayer g 10 r (mn)} OtcyrcrayeT B 10 1 {(Mn)

Staphylococcus aureus

Oreyrerayer 8 11 (Mn)

Oreytcteyetr B8 1 1 (Mn)

Crpanuua 1 us 4

3A0 «bepnur-®apmar, 248926, r. Kanyra, 2-it ABTOMOBUNLHBIA npoesa, 4.5

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

OrPH:
NHH:
K.

1027739581968
7714033558
402901001



BEPJINH-DAPMA
MEHAPHUHU

MACNOPT Ne 76 — 2021

Me3um®

Mpo, TabneTtku KWWeEYHOPaCTBOPUMbIE, MNOKPbiThie o©06GOMNOYKOM
FRMERTRNAY (koHTYpHan AveiikoBan o6onoyka (Gnucrep)) 10x2 (nayka KapToHHas)
Konuyectao
Homep cepum 0040121 notpeb. ynakosok | 54 224
B CEpuu
[aTa narotoBneHus 11.2020 logeH Ao 11.2023

Mpou3BOACTBO rOTOBOW NEKapCTBEHHOW hopMbi

3A0 «bepnun-®apma», Poccus

[MepBuyHas ynakoeka

3A0 «bepnun-®Gapma», Poccus

BropuuHas / notpebutenbckas ynakoska

3A0 «Bepnur-dapmay, Poccus

lpovseoanTent (BoinycKatoLni KOHTPOMb KayecTea)

3A0 «bepnun-®apmar, Poccus

AHanua BeINONHEH No

HAO N N014681/01-140420

YcrnoBus XpaHeHus

[py Temneparype He Bbilue
25°C

Oarta nposegexns
aHanuasa

28.01.2021 - 11.02.2021

MokasaTenu

Hopmbi

Pesynbratsi

Ynakoeka

Mo 10 TabneTok B KOHTYPHON RYERKOBOW
ynaxkoske (6nucrep)ua oneru
(OpHEeHTUPOBAHHLINA nonuamug/
anioMuHUWiANBX  (OPA/ALUIPVC)
gonern  aniomunnesont) no TOCTy
52145-2003 wnu dupmer  «Carcano
Antonio S.pAnx, Wranus 1]
anioMunuesoh doneru no NOCTy 745-
2014 “nu dupmbl «SCHULZ
FLEXGROUP GmbH», Mepmanus.

Mo 2 Gnuctepa ¢ WHCTPyKUWed no
NPUMEHEHNIO NpenapaTta B KapTOHHOW
navke no NrOCTy 33781-2016.

flo 10 TabneTok B KOWTYpHOW AYeiKOBOW ynakosxe {(bnucrep)
3 chonery (opueHTUpOBaHHLIA nonuamua/ anoMuHUBX
(OPA/ALU/PVC) u donerv aniomutuesoit) no FOCTy 52145-
2003 wnm chupmel «Carcano Antonio S.p.A.», Wranua u
aniomnHuesol conbrn no FOCTy 745-2014 wnu  chupmel
«SCHULZ FLEXGROUP GmbH», lepmanus. 2 6nucrepa ¢
WHCTPYKUMER MO NPAMEHEHWMIO NpenapaTa B KaPTOHHOW navke

no MOCTy 33781-2016.

Mapxkuposka

Ha ®6nucrepe Ha pycckom nabike

yKasbisaior:

> noroTun «BERLIN-
CHEMIE/MENARINi» {Ha
natuHuue)}

»  Toproeoe HauMeHoBaHue

npenapara ¢ npeaynpeavwTensHOW
MapKUPOBKOH «®»
> copepxaHue AedcCTBYIOWErO
Bseujecrsa c yKazasuem
DEePMEHTETMBHON aKTUBHOCTM B
oaHOR Tabnerke
NeKapcTeeHHy dopMy

AO3MPOBKY
TPYNNMPOBOYHOE HAUMEHOBaHUE
HOMEp cepuu

Y VWV ¥V Y

«rOAEH JO%»

MNpumevaHue:

Ha MPOUIBOACTBEHHYIO YNAKOBKY MOryT
HaHOCHTLCH:

¥  HEBWAUMbIE 3HAKW 3aWNTLI

Ha kapToHHO# nauyke Ha pycckom
A3LIKE YKa3bIBaKOT!

» HauMeHoBaxue upmbl
NPOK3BOAUTENA, CTPaHY

» HawMeHoBahwe DUpMBL,
OCYLECTBAIOWER  BbinyCKa Wi
KOHTpONE kaudecTea npenaparta (B
cnyvae  OTNMYMMA 0T  hupMbl-

NPOM3BOAWTENSR), CTPaHY

Ha 6nucrepe npucyTeTayeT HaANUCL:

norotin «BERLIN-CHEMIE/MENARINI» {Ha natunuye)

TOProBOE HaNMEHOBAHWE Npenapara ¢ NpeaynpeauTensHom

MapKkupoBKkon «®»

COABPMAHUE ASACTBYIOWEro BOLLECTEE C YKaIaHWeM
epMeHTaTUBHON 8KTUBHOCTI B OAHON TabneTke

nexkapcTeeHHan gopma
AO3NPOBKE

rPYNNUPOBOYHOE HauMEeHoBaHue
0040121

11.2023

Npumeyanue:
Ha NPOUIBOACTEEHHYIO YNakoBKy

HaKecCaHbl HEBUAWMBIS 3HaKN 3alLnTbl

Ha KapTOHHO#M Nayke NPUCYTCTBYET HaANKCL:

HaUMEHOBaHWe UPMbI NPOUIBOAUTENS, CTPaHA

Crpanwvua 2 nz 4

3A0 «bepnun-dapmar, 248926, r. Kanyra, 2-i AsTomoBunbHeIi npoeag, g. 5

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

Knr:

QOIPH:
WHH:

1027738581968
7714033558
402801001




M

BEPJINH-®DAPMA
MEHAPUHUA

MACIIOPT Ne 76 — 2021

Meaum® TMpo, Tabnetku

KMllevHOpacTBOpUMbIe,

noKpbIThle  060nouYKoM

HemveRoaRNE {koHTYpHan Ayenkosan obonouka (6nuctep)) 10x2 (nayka kapToHHasn)
Konuuectso

Homep cepuu 0040121 notpeb. ynakoeok | 54 224
B cepuu

Hata usrotoBnexus 11.2020 logeH ao 11.2023

pon3BOACTBO rOTOBOW NEKapCTBEHHON hopMbl

3A0 «bepnun-dapman, Poccus

MepBu4Has ynakoska

3A0 «bepnuu-dapmar, Poccus

Bropuytan / notpebutensckas ynakoska

3A0 «bepnun-bapman, Poccus

lMpounasoauTent (BbinyCcKaiownidi KOHTPONB KaYecTBa)

3A0 «Bbepnud-®apman, Poccus

AHanu3 BbINOMHeH No

HA N N014681/01-140420

YenoBus xpaHeHus

Mpu Temnepatype He Bbille

Aata nposenexust | og o4 2021 — 11.02.2021

125°C aHanusa
MokasaTenu Hopmbl PeaynbTarbl
» norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuxniue)
CHEMIE/MENARINI» (Ha
nartuHnue)
¥ Toprosoe HaUMEHOBAHWE | TOProBOe HaUMeHOBaHne npenapara «®»

npenapara «®»
rpYNIMPOBOYHOE HAWMEHOBAHUE

NekapcTBeHHYI0 dopMy
KONWYeCcTBO TabNEeTOK B YnakoBke
AO3npoBKa

v Vv ¥V Vv V¥

coaepwanve AEeNCTBYyIoWero
BeljecTsa & yKazaHuem
DEPMEHTATUBHOR aKTUBHOCTM B
ofHOW TabneTke

YCNOBWA XpPaHeHWs

Y

«Cobnioparse UHCTPYKUMIO no
NPUMEHEHWIO npenapara, KoTopas
HEXOAMTCHA BHYTPU YNAKOBKU»

> «llekapcraeHHoe CPeiCTBO XpaHnTs
B HEAOCTYNHOM ANA AeTen mecTe!»

»  PerucTpauuoHHbIk Homep
¥ yCAOBUA OTNYCKA

> HOMEp cepun
» A&ty WaroTOBAEHUA

«rofgeH fo...»

LUTPUX-KOZ,
cnocob npUMEHeRUR

¥ ¥V v vy

«KOMNEHCUPYET HEeAOCTATOMHOCTL
DYHKUMN NOAKENYAOUHOM Kenessln»

¥ «Ynyywaer nuiiesapeHves

» «Copepwar NaKkToskl MOHOTWAPAT,
asopybuHoewid nak (E122)»

MNpumeyarue: Ha NPOM3BOACTBEHAYIO
YNAKOBKY MOTYT HAHOCHTLER:
> HEBUAMMbBIE 3HEKA JAWWNTRI

rpynrMpoBOYHOE HauMeHoBaHue
nexapcTeennan opMa
KONWYEeCTBO TabneTok B yrnakoske
AD31pOBKa

coaepxanve AefCTBYIOWEro BelLecTBa ¢ ykasaHnem
hepMEeHTATNBHOW aKTUBHOCTH 8 OAHOW TabneTke

YCNOBUA XpaHeHusa

«CobnioaaTe MHCTPYKUMIO N0 NPUMEHEHMIO
KOTOPAR HaXOAUTCS BHYTPU YNakoBKM»

npenapara,

«JlexapcTBeHHOE CPEACTEO XPAHUTE B HEADCTYNHOM ANA aeTell
mecTe!l»

PErucTpauKoHHbLId HoMep
YCnoBusi 0TNycKa

0040121
11.2020

11.2023
LUTPUX-KOA
cnocob npUMeHeHus

«KomneHcupyeT HEAOCTATOYHOCT (IYHKUMM NOAKENYAOMHOMR
wenebin

«YRy§lwaer nuLeBapexmnen
«CoAePKUT NAKTOILI MOHOMMAPAT, a3opyBuHoesit nax (E122)»

Mpumeyanue: Ha NPON3IBOACTBEHHYIO YNAKOBKY

HE HaHEeCeHbl HeBUMAUMbLIS JHAKK 3aLMTLI

Crpannua 3 w3 4

3A0 «bepnun-Papmar, 248926, r. Kanyra, 2-i ABTOMOBULHbI npoesg, 4. 5

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

OlPH: 1027739581968
WHH: 7714033558
KAn: 402901001




BEPJINH-®DAPMA
A4d! MEHAPHHU

MACIMOPT Ne 76 — 2021

Meaum® Mpo, TabneTkm KuiEYHOPAcCTBOPUMLIE, NOKpbiTLie 0BonoYKoM

Haumenosakne (koHTYpHan aveiikosas oBonouka (6nucrep)) 10x2 (nauxa KapTOHHas)
Konuyectso

Homep cepun 0040121 notpe6. ynakosok | 54 224
B cepuu

Hara usrotosnenns | 11.2020 logen go 11.2023

lMpou3BoACTBO roTOBO! NEKAPCTBEHHON hopMbI

3A0 «bepnun-®apman», Poccus

MNepeuyHan ynakoeka

3AQ «bepnun-®apmar, Poccus

Bropuunasi / notpebutensbckas ynakoska

3A0 «Bbepnun-®apman, Poccus

Mpouasoaurens (Boinyckaowmii KORTpons KavyecTsa)

3A0 «Bepnun-dapmay, Poccus

AHanus sbinonHes no | HI M NO14681/01-140420

YcnoBus XpaHeHns gg "ge RIS e Bellty

flara nposeaeHus | 95 44 2021 — 11.02.2021
aHanunaa

MMokazartenu Hopmel

Pesynbrarbi

»  NpOV3BOACTBEHHLI® KOAbI
> 3TUKETKA KOHTPONA Nepsoro
BCKPBITUA

»  CpeacTBa WABHTUMUKALMM
MOHUTOPUHIE NBUWKEHNA

_-N18K3RCTBEHHbIX NPENAPaTos.

HaHECEHbI NPOU3BOACTEEHHBIG KOAbI

HE HaHeCeHa 3TMKeTKA KOHTDONS NEPBOro BCKPLITUA

HaHeCeHb CPEACTBE WAEHTU(NKALIMA MOHHTOPUHFE ABINKEHUS
SIeKAPCTEEHHBIX NPenapaToes.

Cpok rogHocTu

3ropa

i % 3 |

Aupextop no ka4ec

o
‘\5, WAL
-
o

Karaesa E.M.

0 1M N014681/01-140420 no Bcem nokaszartensm.

SA LG

{paTa)

Crpaniua 4 us 4

3AO «bepnuH-®apmar, 248926, r. Kanyra, 2-# ABTOMOBUNbHbII npoesg, 4.5 OrPH: 1027739581968

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

WHH: 7714033558
KM 402001001




BEPJINH-®APMA
MEHAPUHU

NOATBEPXOEHWE COOTBETCTBUA

Ne 76 - 2021
ToproBsoe HauMeHoBaHIe Me3um® MNpo
MexnyHapoaHoe HenaTerToBaHHoe f
HauMeHoBaHve SHReRLH
Tabnerku KMIleYHOpacTBOpUMbIE, NOKPbITLIE obonoukoin
dopma Bbinycka (kouTypHas AveiikoBas obonouka (6nuctep)) 10x2 (nauka
KapToHHas)
Homep cepuu 0040121
KonuyecTso noTpebuTenbekux 54 224
yNaKkoBOK B CEpuUm
[ata usrotonexns 11.2020
Cpok rogHocTy 11.2023

[pouaBoACTaO rOTOBOWM
NexapcTeeHHoi dhopmbt

3A0 «bepnuH-Papmar, Poccus
248026 r. Kanyra, 2-oit AsTomoBunbHuii npoesn, 4, 5

MepeuyHas ynakoeka

3A0 «bepnux-dapmar», Poccus
248926 r. Kanyra, 2-0i ABToMOGMNbHBIA npoesn, A. 5

Bropuuras/norpebutensckas
ynakoska

3A0 «bepnux-Papmar, Poccus
248926 r. Kanyra, 2-oit ABTOMOGUNbHBIA Npoeas, a. 5

MpowuasoauTens (BoinyckaoLwmii
KOHTPOMb Ka4ecTsa)

3A0 «bepnuH-®apmar, Poccus
248926 r. Kanyra, 2-oit AsToMoBunbHbIi npoeap, 4. 5

Homep 1 gara perucTpaunorHoro
yaocTosepeHus

I N014681/01 ot 24.03.2009
[ara nepeogopmneruns 14.04.2020

HaumeHosanue u afpec aepxarens
PErUCTPaLMOHHOrO YA0CTOBEPEHURA

3A0 «Bepnun-®apma», Poccus
248926 r. Kanyra, 2-0it ABTOMOBUNbHbIA npoeagd, 4. 5

HopmatusHas fokymeHtayus

HO M N014681/01-140420

HACTOALLAM OOKYMEHTOM Mbl NMOATBEPXXOAEM:

- MPOM3BOACTBO, XPAHEHWE W KOHTPOMb BbiLUEYKA3aHHOW Cepun TroTOBOH NPOAYKLMMK OCYLLECTBNEHb! B
cooTeetcTBUM ¢ TpeBosaHuaMKU npukasa MuxnpomTopra Poccuu oT 14 wions 2013 r. N 916 «MpaBuna
Haanexalleid NpoM3BOACTBEHHON NpakTuku» (B ped. ot 18.12.2015) u peiuenus Coseta Espasuiickoit
SKOHOMU4ECKOH komuccun ot 03.11.2016 N 77 «O6 yTeepxaeHuu MNpasun Haanexalileih nponsBoACTBEHHON
NpakTukK EBPasnitcKoro 3KOHOMUYECKOTO COK3a»

- CEPUAR  NEKapCTBEHHOro
rOCyAapCTBERHOR perucTpauymm

YnonHomoyeHHoe nuuo  Anekceesa C.M.

Caeaetun o8 arrectaumn
Mpukas Munsapasa Poccun Ne 99
ot 07.03.2018

npenapara

COOTBETCTBYET . TPeGOBaHWAM,  YCTaHOBNEHHbIM NpU  ero

Crpanuua 1 ua 1

3AO «bepnun-dapmar, 248926, r. Kanyra, 2-it ASToMOBUNbHbI npoesy, 4. 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

OFPH: 102773958196¢
WHH: 7714033558
KMn: 402901001




