M BEPJ/INH-®APMA
MEHAPUHU

NOATBEPXAEHWE COOTBETCTBUS

Ne 553 - 2022
Toprosoe HaumeHoBaHKe Cuodcop® 500
MexayHapoaHoe HenateHToBaHHoe
HauMeHosaHne MetdopuuH
dopma BbinycKa TabneTkn NoKpbITbie NNCHOYHON oBGonoyko#, 500 mr
(xoHTYpHan AuelikoBan ynakoeka (Gnucrep)) 10x6 (nayka KapTOHHan)
Homep cepuu 0360622
Konnuecteo notpeburensckux 13 947
YNaKkoBOK B cepuu
Hata narotoBneHus 04.05.2022
Cpok roaHocTu 04.05.2025
MponasoacTso roToeoik 3A0 «Bepnun-dapman, Poccus
nexkapcTBeHHOH hopmbl 248926 r. Kanyra, 2-0it ABTOMOBMNLHLIA Npoeaa, 4.5

3AO «BepnuH-®apman», Poccns

Mlepaudtian ynakoexa 248026 1. Kanyra, 2-0fi ABTOMOGWLHbIA Npoeaa, 4.5

Bropuunas/norpeburennckasn 3A0 «bepnun-dapmas, Poccus

ynakoeka 248926 r. Kanyra, 2-0if ABTOMOBWABLHbIN npoean, 4.5
MpoussoauTens (Buinyckaiowyuit 3A0 «BepnuH-Gapma», Poccus

KOHTpONb Ka4ecTRa) 248926 r. Kanyra, 2-0if ABTOMOBMNbHbI npoeaa, A.5
Homep u aaTa perncTpaymoHHoro M N013673/01 0116.04.2012

yAOCTOBEpeHUs [lara nepeodropmnenus 25.12.2017

Haumerosanue u agpec pepxarens Bepnux-Xemu AT, Fepmanus,
PErucTpauoHHOIo yaocToBepeHus Glienicker Weg 125, 12489, Berlin, Germany

HopmatusHan aokymeHTayus HA N NO13673/01-251217, Uam. Ne1 N013673/01-010419

HACTOALLMM AOKYMEHTOM Mbl NOAT BEP)X[AEM:

- [MPOU3BOACTBO, XpaHEHUE W KOHTPONb BbiLeyKasaHHOM Cepuu roToBOW NPOAYKUMM OCYLIECTBREHbI B
COOTBETCTBUM C TpebosaHMAMU npuKasa MunnpomTopra Poccun or 14 wions 2013 r. N 916 «lMpasuna
Hagnexalued NpOU3BOACTBEHHOW NPaKTUKW» (B pea. or 18.12.2015) n pewenus Cosera Espasuiickoir
SKOHOMMHYECKO# komuceun ot 03.11.2018 N 77 «O6 yTeepxaeHun Mpasun Hagnexayei NPou3BoACTBEHHOM
npakTkv EBpasuiickoro aKOHOMNUYECKOro CoI03ar———="—xx

- Cepus nekapCTBEHHOro npenapara 3
rocyAapCTBEHHON perucTpauvu

yCTaHOBneHHbIM nNpu  ero

YnonHoMmoueHHoe nuuo  Anekceesa C.
Ceenexna o6 arrecraymin

MNpukas Muxagpasa Poccuu Ne 230
ot 19.03.2021

04 07. 2022

Aara

Crpanuya 1 m3 1

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-it ABTOMOBUnEHbI npoesn, ao. 5 OrPH: 102773958196¢
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, dakc: +7 (4842) 909-501 KMre: 402901001




BEPJ/TUH-DAPMA
- MEHAPHUHH

MACIOPT Ne 553 — 2022

Cnodpop® 500, Tabnerxu NOKPbITbIE NSIGHOMHOK 060NoYKoi, 500 mMr

HEMBHOB NS (koHTYpHan AvYeAKoBasn ynakoBka (6nucrep)) 10x6 (nayka KapToHHan)
Konuuectso norpe6.

Homep cepum 0360622 YNSKOBOK B CEpUN 13 947

[ara nsrotoeneHus 04.05.2022 loneH ao 04.05.2025

TMpou3BOACTEO roTOBOI fekapcTBeHHOI hopMbl

3A0 «Bepnun-dapmas, Poccus

MNepauyHan ynakoska

3A0 «bepnuH-®apmay, Poceus

BropwyHan / notpeurensckas ynakoska

3AO «bepnun-dapmar, Poccus

MpoussoauTtens (Buinyckalowmii KOHTPONb KayecTsa)

3A0 «bepnuH-dapma», Poccus

AHanus BbINONHEH no

HA M N013673/01-251217; Wam. Ne 1 1 NO13673/01-010419.

Mpwn Temneparype He BbilLe fara npoeege- | 20.06.2022-
NOBUA XpaHeHuAa
yons P 25°C HUS aHanumaa 28.06.2022
MokaszaTenu Hopmsi Peaynbrathi
Bensbie, Kpyrnsie, ABOAKOBLINYKNbI@ TabneTiu, no- bensie, kpyrmuie, ABOAKOBbINYKsIe TabneTkv,
Onucanue KDLIThI® NNeHOMHON 0BoNodKo#. NOKpbLITLIE NNOHOYHON 06ONOYKON
Bpems yaepXWBaHUA OCHOBHOMD NUKA HA XPOMATO- Bpemn yaepxvuBaHun OCHOBHOIO NKa Ha Xpo-
rpaMMe UCTILITYeMOrD PacTBopa AOMKHO COOTBET- MaTOrpaMMe UCNLITYeMOro pacTeopa CooTBeT-
Hiiiniioni CTBOBATb BPEMEHH YAEPXKMBAHNA OCHOBHOIO NMKa CTBYET BPEMBHM YAEPKMBAHUA OCHOBHOTO NUKA
A Ha XpPOMaTorpaMMe CTaHAapTHOIO pacTeopa MeT- Ha XpOMaTofpaMmMe CTargapTHOro pacTeopa
hopMUHa. MeTchopMuHa
CpeaHss macca:
0,560 r 5 % (0,532 - 0,588 ) 0,553 r
ORHOPORHOCTS MACCHI 18/20 ve Gonee £5 %; Or-2%p0+2%
2/20 He Gonee + 10 % oT paccuMTaHHO! cpegHeil -
Macchl
PacnagaemocTb He Gonee 30 mur 12 muH
He meree 80 % (Q) yepes 30 MUH OT 3aRBNEHHOrO
PacreopeHue ConepwanMs, 97 %
Mpumecs A (unaHoryaHuauh) - ve Gonee 0,02 %; 0,01 %
PoacteeHHbie npumecn ﬂﬁ eﬂ.:uﬁr;n:::gll:a;femlbnuuponuuaﬂ o <0,05%
Cymma HeugeHTUULNPOBaHHLIX NPUMecei — He <0,05%

Gonee 0,3 %.

MapameTp npuemnemocTu 4nA 10 eAnHUL A03MPO-
BaHuA S 15,0.

1.3 (ans 10 eannnL)

OaHopoarocTs MapameTp npuemnemoctu AnA 30 equHUY 403MPO- | -
A03UpoBaHUA BaHuA < 15,0, ¥ HY OAHA M3 BAMHIL 4OIUPOBAHHA
He meHee 0,75M n He Gonee 1,25M.
MukpoBuonornyeckan Kateropua 3A: Karteropua 3A:
4JucToTa.
~ OGwee uucno aapobHbix | He Gonee 10° KOE B 1 (mn) <10KOE 8 11 (Mn)
MIKPOOPraHu3MoB
- O6wee uncrio apoxoke- | He Gonee 107 KOE 8 1 r (mn) <10KOE B 11 (Mn)
BbIX W NNecHeBbiX rpuGos
- Escherichia coli oTcyTcTeke B 11 {mn) Orcyrereyet 6 1 r (Mn)
KonuyecreenHoe Ot 475,0 mr po 525,0 mr meTcopmuna rugpoxnopu- | 499,7 mr
onpeaenexne Aa B Tabnetke
(95 % — 105 % OT 32ABNEHHOMD COAEPNAHHA). (100 %)

Crpanuua 113 3

3A0 «bepnux-®apmas, 248926, r. Kanyra, 2-it ABTOMOBUNbHLIA Npoeag, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 809-500, cbakc: +7 (4842) 909-501

OrPH: 1027739581968
WHH: 7714033558
KMr: 402901001



BEP/INH-®APMA

NACMOPT Ne 553 - 2022

HRMHOR TS Cuo¢pop° 500, TaGneTkm NOKpbITbie NNEHOYHOK 0GONOYKOIH, 500 Mr
(koHTypHanA AveiikoBan ynaxoBka (6nncrep)) 10x6 (nauka KapToHHan)
Konuyecteo notpe6.
Homep cepun 0360622 YNaKOBOK B Copui 13 947
[lara nsroroenexus 04.05.2022 loaeH o 04.05.2025
Mpon3BOACTBO FOTOBOM NEKapCTBEHHON POPMbI 3A0 «BepnuH-dapma», Poccus
MepeuyHan ynakoeka 3A0 «BbepnuH-dapmas, Poccun
BropuuHas / norpeburenbckas ynakoska 3A0 «Bepnun-dapmas, Poccus
MpouseoguTens (Beinyckatowmuii KOHTPoNb Kavyecrsa) 3A0 «BepnuH-dapma», Poccus
AHanu3s BLINOMHEH no HO M N013673/01-251217; Mam. Ne 1 N N013673/01-010419.
MNpwn Temneparype He Bbille Hata nposege- | 20.06.2022-
YcnosuA xpaneHus 25°C HWUS aHanusa 28.06.2022
MNMokasarenn Hopmbt Pesynbrarht
Mo 10 TaBnerox B KoHTYpHYIO sueiikoeylo ynakosky | Mo 10 Tabnertok B KOHTYPHYIO AYEHKOBYIO yna-
(6nuctep) [MBX-nnexka/donbra anioMuHHepas]. koBky (6nucrep) [NBX-nneHka/donera anomu-
Ynakoeka Mo 6 GnucTepos C MHCTPYKUMER NO NPUMEHEHWIO B Huesas). Mo 6 Gnucrepos ¢ MHETPYKUMel no
KapTOHHOW navke. NPAMEHEHWIO B KAPTOHHOM navke
Ha 6nucTepe Ha pycckom A3LIKe yKa3LIBAIOT: Ha Gnucrepe Ha pycckoM R3LIKe yka3aHno:
>  noroun «BERLIN-CHEMIE/MENARINI» (Ha | norotun «BERLIN-CHEMIEMENARINI» (na
naruhnue) nartrHuue)
>  TOproBoe HAUMEHOBaHWE npenapara® TOProBOe HaMMEHOBaHWe npenapara®
»  MEXAYHADORHOS HENAaTEHTOBAHHO® HAWMEHO- | MEXAYHEPOAHOE HENATEHTOBOHHOE HAWMEHO-
BaHWe BaHue
» A03NpoBKY AO3NpoBKa
> HOMEp cepmn 0360622
> aroped jo..» 052025
MpumeyaHne: Ha NPOMIBOACTBEHHYIO ynakosky mo- | lMpumeyanne: Ha NPOMIBOACTBEHHYIO YNAKORKY
YT HAHOCUTBLCSA:
>  HeBALMMbBIC 3HAKW 3aLLNTLI HaHBCeHb! HEBWAMMbIE 3HaKW 3aLUNTI
Ha kaproHHOil nauke Ha pyccrom mabike ykaibi- | Ha xapronHo# nauke Ha pycckom fabike yka-
BawOT: 3aHo:
> HanmeHoBahue (UPMLI-POUIBOAUTENN, CTPa- | HEUMEHOBaHWe MPMBI-NPONIBOAUTENS, CTPaHa
Hy
Mapkuposka >  HaumeHoBaHMe UPMbL, ocywecTensOWwed | -
BEIMYCKAIOWMIA KOHTPONb KayecTBa (B cnyyae
OTAWYNA OT HUPMbI-NPONIBOAUTENSR), CTPaHy
>  norotun «BERLIN-CHEMIEMENARINI» (na | norotun «BERLIN-CHEMIE/MENARINI» (Ha
naTtuHuue) naruHuue)
»  TOprosoe HaumeHoBaHwe npenapara® TOproeoe HaumeHoBaHwe npenapata®
»  MeXRYHapOAHOE HeNaTeHTOBaHHOe HanMeHo- MEXAYHAPOAHOR HENATEHTOBAHHO® HAUMEHO-
BaKWe BaHue
> AO3npoBKky AO3MpOBKa
»  nekapcTeeHHyo hopMy nekapcTeeHHan dopma
»  xonwnyecTeo Tabnetok B ynakoske KOnu4ecTso TabneTok B ynakoske
»  cnocoB npuMereHun cnocob npumeHeHus
»  coaepxaxue AeCTBYIOLEro BeLLecTsa B of- CoAepxaHue AeiicTayioLero BelecTea B O4HO|
HoO# TabneTie Tabnetxe
> YCNOBWA XpaHeHMA YCNOBUR XpaKeHWA
»  «Cobmoaats MHCTPYKLMIO MO NPUMEHEHUIO «CobnioAaTh WHCTPYKUMIO NO NPHMEHBHKIO Npe-
npenapara, KOTOpPas HaXOAWUTCA BHYTPM yna- napara, KOTOpas HaxoAUTCA BHYTPU YyNakoBKW»
KOBKM»
Crpannuya 2 na 3
3A0 «Bepnun-Papman, 248926, r. Kanyra, 2-i1 ABTOMOGUNbHbIA npoezg, Aa. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WUHH: 7714033558

Ten.: +7 (4842) 909-500, dpakc: +7 (4842) 909-501 Krn: 402901001



BEPJ/IUH-®APMA
-~ MEHAPUHMU

NACMOPT Ne 553 - 2022

HaumeHosaHue

Cuodpop® 500, TabneTiu NOKPLITLI® NJIEHOUYHOR o6onoukoit, 500 mr
(xoHTYpHan avelikoBan ynakoBka (6nucrep)) 10x6 (nauka kaproHHan)

Konuuectso novpe6.
Homep cepuu 0360622 YMaKoBOK B Cepiy 13 947
flara usrotoBnexmns 04.05.2022 lozeH no 04.05.2025

[pOU3BOACTBO roTOBO# NekapcTBeHHOR opMmbl

3A0 «Bepnun-®apma», Poccus

MepsuyHas ynakoska

3A0 «bepnun-®apma», Poccus

BropuuHas / notpebuTtennckan ynakoska

3A0 «bepnun-dapma», Poccus

lpousBsoauTens (Bbinyckalowuit KOHTPONb KayecTea)

3A0 «Bepnun-®apma», Poccus

AHanua BbinonHeH no HA M N013673/01-251217; M3sm. Ne 1 N N0O13673/01-010419.
MNpu Temneparype He Bbile Oara nposege- | 20.06.2022-
eHuA
YcnoBus xpaHeH 25 °C HUA aHanuaa 28.06.2022
Mokasarenu Hopmbi Pesynbrathi
>  «llexapcTBeHHOe CPEACTBO XPAHUTS B HEA0- «JlekapcTeeHHO@ CPEACTBO XPAHUTL B HELO-
CTYNHOM 2N5 peTeii mecrels CTYNHOM ANf AeTeidl mecrels
»  «llepopansHoe npoTuBoaMabeTUNECKDS Cped- «lepopansHoe npoTuBouabeTmieckoe cpeg-
CTBO» cTreo»
»  YCROBMA OTNyCKa yCnoBua oTnycka
»  Homep cepum 0380622
> DaTy U3rOTOBNEHUA 052022
»  arofieH fo...» 052025
» WITPUX-KOA WTPUX-KOZ4
> peructpaumoHHbii Homep PErucTpayMoHHLIA HoMep
MpiuMeYatne: Ha NPOUIBOACTBEHHYIO YNAKOBKY MO- MprMeyanue: Ha NPOH3BOACTBEHHYIO ynakosry
rYT HaHOCHTBCA:
P> HeBUAUMBIE 3HAKW 3aLYUTHI HaHeCeHbl HEBUAWMBI® 3HAKM 3aLUMTH
>  NPOM3BOACTBEHHLIE KOALI HEHeCeHb! NPOU3BOACTBEHHLIE KOA b
»  3THKETKA KOHTPONA NEPBOro BCKPLITUA He HaHeceHa 3TMKETKA KOHTPONA NEepBOro BCKPLI-
™A
> cpaacTea uAeHTWUKALMH CHCTEMB! MOHITO- HaHeCceHbi CpeaCTBa WIeHTUUKALWKA CHCTeMbI
PUHra ABIKEHUA NEKAPCTBEHHBIX NpenapaTos MOHMTOPHHIa ABIKEHUA NEKAPCTBEHHBIX Npena-
paroe
Cpok rogHocTU 3roaa

3 F - Farnowsunu A.A. 28 06. 2027
CNYmBA cb) (rata)
+t“n c;b
NS 4
Crpanuua 3 13 3

3A0 «bepnuH-®apmas, 248926, r. Kanyra, 2-it ABTOMOBMNbHbIA npoesg, 4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com UHH: 7714033558
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 909-501 KMr: 402901001




