W GEP/INH-BAPMA

M

MEHAPUHHA

NOATBEPXOEHUE COOTBETCTBUS

Ne 138 - 2022
Toprosoe HaumeHoBakHue Cuocpop" 500
MexayHapoaHoe HenaTeHToBaH
ik e riaisong MetdopmuH

HauMmeHoBaHue

®opma Bbinycka

TabneTkn NOKPLITLIE NNEHOYHOIH oBonoukoi, 500 mr
(KOHTYpHasn avelikoBan ynakoska (6nucrep)) 10x6 (nauka KapTOHHaA)

Homep cepuu 0010222
Konuuecrso notpeburensckux 13 923
yNakoBoOK B cepum

Hata usrotosnexus 01.2022
Cpok rogHoCTH 01.2025

MpoussoacTeo roTosoii
NeKkapcTeeHHON (hopMbl

3AO «BepnuH-dapmar, Poccus
248926 r. Kanyra, 2-0it ABTOMOBUNBLHBIN npoeag, 4.5

MepsnyHas ynakoska

3A0 «BepnuH-dapmayr, Poccus
248926 r. Kanyra, 2-0ii ABTOMOBUALHBINA npoesg, 4.5

BropuyHas/notpebutensckas
ynakoBka

3AO «BepnuH-dapmar, Poccus
248926 r. Kanyra, 2-oi ABTOMOBUNbHBIA npoesg, 4.5

Mpounssogutens (Boinyckaoumii
KOHTpONb KavecTea)

3A0 «BepnuH-dapman», Poccus
248926 r. Kanyra, 2-oit ABTOMOGWBHbI npoeag, 4.5

Homep u gara peructpaymoHHoro
YAOCTOBEpeHUs

M N013673/01 0116.04.2012
Aata nepeodopmnenns 25.12.2017

HaumeHosaHwe u agpec gepxarens
PEericTpauvoHHOro yA0CTOBEpeHUs!

Bepnux-Xemu AT, Mepmanus,
Glienicker Weg 125, 12489, Berlin, Germany

HopmatusHas fokymeHTayus

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

HACTOALUM NOKYMEHTOM Mb NOATBEPXOAEM:

- TNPOU3BOACTBO, XpaHeHWwe U KOHTPONb BbilLIEYKA3aHHOW cepun

FOTOBOM NPOAYKUWKM OCYLIECTBNEHbl B

COOTBETCTBUN C TpeboBaHWsMW npukasa MuHnpoMTopra Poccun oT 14 wioHs 2013 r. N 916 «[lpasuna
Haanexalleil NPOU3BOACTBEHHOW NPAKTUKU» (8 pea. ot 18.12.2015) u peweHus CoeeTa EBpasuiickoit
IKOHOMU4ECKon komuccun ot 03.11.2016 N 77 «O6 yTBEPXACHUM [paBun Hagnexalyei Npou3BOACTBEHHOI

NpakTUk EBpasniickoro aKOHOMUYECKOro CORsE
npenapara /g

- CepUs  NneKkapCTBeHHOro
roCyAapcTBeHHON perucTpaumm

YnonHomoueHHoe nuuo

Caegennn 06 arrecrayun

Mpuka3s MuHagpasa Poccuu Ne 230
ot 19.03.2021

AnekceeBa

BYOLN, Tpe6oBaHuaMm,

O\ YCTAHOBNEHHLIM  npU  ero

22 02 w022

AaTta

Crpanvua 1 ua 1

3AQ «bepnuH-Papmar, 248026 r Kanyra, 2-it ABTOMOBUNbHLIA npoeaa, A 5
e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 809-500, dakc: +7 (4842) 909-501

OrPH: 102773958196¢
UHH: 7714033558
KNn: 402901001




BEPJ/INH-®APMA

Vi

MACNOPT Ne138 — 2022

MEHAPUHUA

I Cuocpop® 500, rabneTku NOKPLITbIE NIeHOYHOK 06oNoOYKON, 500 Mr

Haumenosanme (KOHTYpHanA Aveiikosas ynakoska (6nucrtep)) 10x6 (nauka KapToHHan)
Konuyectso notpe6.

Homep cepuun 0010222 YNaKoBoK & cepui 13 923

Hara uarotosnenns 01.2022 lopeH go 01.2025

Mpou3eoAcTeo rotosoi nekapcreeHHO chopmbl

3A0 «Bepnux-dapmanr, Poccus

MepsuyHas ynakoeka

3A0 «Bepnun-®apma», Poccus

Bropuunas / notpe6urensckas ynakoeka

3A0 «Bepnun-®apman, Poccus

Mponssoaurens ( Boinyckatowuit koHtpons Kavecrsa)

3A0 «BepnuH-®apman, Poceus

AHanwa BbINnonHeH no

HA M N013673/01-251217; Uam. Ne 1 N N013673/01-010419,

Mpwu Temneparype He Bbiwe Aata nposege- | 09.02.2022-
Ycnosus xpaHeHus )y
& 25 °C HUA aHanusa 21.02,2022
Mokasatenu Hopmbi Pesynbrars:

Bensie, kpyrnble, ABOAKOBEIMYKNbE Tabnerku, no- Benie, kpyrnbie, ABOAKOBLINYKNbIe TAGNBTKY,
Onucanue KPbITbIE NneHouHoR 060NoYKo, NOKPLITLIE NNEHO4YHOM 060nouKoN

Bpemn yaepKusanns 0CHOBHOTO NHKa Ha Xpomaro- Bpemn yaepxusanua 0cHOBHOTO Nvka na Xpo-

TPamMme WCnbITyeMoro pacTeopa A0MKHO COOTBET- MaTorpamMme MCnbITYEMOro pacTeopa cooTeer-
n CTBOBATb BPEMEHMN YASPXUBAHMA OCHOBHOIO NUKa CTBYET BPEMEHU YAePKUBAHUA GCHOBHOMD NMKa

RAHHOCTS Ha XpOMATOrPaMME CTaHAAPTHOTO PacTBOpa MeT- Ha XpOMaTOrpaMMme CTaHAAPTHOrD pacTeopa
$opmuHa, MetdopmuHa
CpeaHssa macca:
0,555 r

OAHOPOAHOCTL MacCh

0,560 r+5 % (0,532 - 0,588 T
18/20 He Gonee + 5 %:;

2/20 He Gonee + 10 % oT paccuuTaHHO cpeaHen
Macchl

Or-3%p0+3%

Pacnapaemocts He Gonee 30 mun 14 MuH
He metee 80 % (Q) yepes 30 mMuH ot 3anBNeHHOro
Pacreopetue conepxanms. 96 %
MNpumecs A (umanoryaruawn) - e Gonee 0,02 %:; 0,01 %
- )
POACTBEHHBIE MpiMeck ﬂ:::i ignﬁuﬂv:u::sol :eq:};eumcbuunposaﬂnan npu <0,05%
CyMma HeuaeHTU(NLMPOBAHHBIX NPUMeceH — He < 0,05 %
Gonee 0,3 %.
MNapameTp npuemnemocty gns 10 €AWHWY A03KpO- 3.5 (ans 10 eguruu)
BaHuA S 15,0,
Oaropoarocre MapameTp npuemnemocTn Ans 30 eanHMy A03Upo-
AO3¥pOBaHUA BaHNA < 15,0, U HW 0AHA U3 EAUHWL AOIMPOBAHUSA
He meHee 0,75M u He Gonee 1,25M.
Muikpobuonoruuecxas Kateropus 3A: Kateropus 3A:
JucToTa:
- OBuwee uucno aspoBueix | He Gonee 10°KOE 8 11 (mn) <10 KOE B 1 r (Mn)
MWKPOOPraHuaMos

= Obwee yncno gporoxe-
BbIX U NNecHesbIx rpubos
- Escherichia coli

He Gonee 10% KOE B 11 (Mn)

oTcyrcTeue B 1 r (mn)

<10KOE 8 1 r (mn)

OtcytcTayer B 1 r (mn)

KonuuecreenHoe
onpeaeneHue

Or 4750 mr ao 525,0 mr METHOPMUHA rMapOXNOopY-
Aa B Tabnetke

(95 % — 105 % ot 3anenexHoro coaepxaHun),

494 8 mr

(99 %)

Crpannuya 1 vz 3

SAO «Bepnun-®apman, 248926, r. Kan

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

yra, 2-i ABTOMOGUNbHLIA npoean, 4. 5

MHH:
Knn:

OrPH:

1027739581968
7714033558
402901001



BEPJ/INH-®APMA
V| MEHAPUVHH

MACMOPT Ne138 - 2022

HakBHaakns Cw:ul)op0 500, TabneTku NOKPLITLIE NNEHOYHOM obonoukon, 500 mr
(KOHTypHasn A4eiKoBas ynakoska (6nuctep)) 10x6 (nayka KapTOHHas)
Howmep cepwn 0010222 Konuuectso notpet. | 43 o,
YNakoBoOK B cepum
[Jara narotoeneHun 01.2022 lFoaeH o 01.2025
Mpon3BoAcTBO roToBOM NexapcTBeHHO thopMbl 3AQ «Bepnur-®apma», Poccus
MepeuyHan ynakoska 3A0 «Bepnun-dapmar, Poccus
BropuuHas / notpeGutensckan ynakoeka 3A0 «bepnun-dapman, Poccus
MpouasoguTens (Boinyckaiolymit KOHTPONb KayecTea) 3A0Q «Bepnun-Papmar, Poccus
AHanua BeINONHEH no HO M N013673/01-251217; am. N2 1 N013673/01-010419.
lMpu TemnepaType He Bobiwe fata nposege- | 09.02.2022-
CINOBUA XpaH A
Yenoeus xpanenn 25°C HWA aHanuaa 21.02.2022
Mokasarenu HopMmbl Pesynurartii
Mo 10 7abnetok B8 KOHTYpHYIO A4ENKoBYI0 ynakoeky | Mo 10 TabneTox B KOHTYPHYIO A4eAKoBYIO yna-
(6nncrep) [NMBX-nnewka/donsra anmMrH1uesas]. KoBKy (Gnmuctep) [NBX-nneHka/donbra anomu-
Ynakoeka Mo 6 BnucTepos ¢ WHCTPYKuMeld no NpumeHeruio 8 | Huesan). Mo 6 Bancrepos ¢ HCTpyKUMEl no
KapTOHHOI nauke, NPUMBHEHWIO B KAPTOHHOM Navke
Ha 6nucrepe Ha pycckom nabike yKa3biBar: Ha 6nucTepe Ha pycckoM Rakike ykasaHo:
> norotun «BERLIN-CHEMIE/MENARINI» (Wa | norotvn «BERLIN-CHEMIE/MENARINI»  (na
natuHuue) natuHuue)
TOProOBO@ HauMEeHOBaHWe npenapata® ToproBoe HaumeHoBaHue npenapara®
> MeXayHapoAHOE HEMaTEHTOBAHHOR HaUMEHO- MEXAYHAPOAHO8 HENaTeHTOBOHHOE HAUMEHD-
BaHne BaHne
> RO3MPOBKY A03MpOBKa
> HOMEp Cepun 0010222
> «rogeH Ao...» 01.2025
Mpumeyanue: Ha NPOMIBOACTBEHHYIO YNAKOBKY Mo- MpuMeNaHKWe: Ha NPOM3BOACTBEHHYKD YNaKoBKY
YT HAHOCHTBCR:
> HE@BUANMBIE 3HaKK 3aLLMTBI HaHECeHB! HeBMAUMBIE 3HAKK JawuTel
Ha xaproHHo#d nauke wa PYcCKoM 53bike ykadkl- | Ha KapTOHHOW Nawke Ha pPYcCKOM A3biKe yKa-
BawT. 38HO:
»  HaUMEHOBaHWE (DMPMBLI-NPOUIBOAMTENS, CTPE- | HaUMEHOBAHWE (hMpPMeI-NPOM3IBOANTENS, CTPaHA
Ry
Mapkuposka > HauMeHOBaHMe MPMbI,  OCYWECTBAAKWEN | -
BoINYCKAIOWMA KOHTPONL KayecTsa (B cnyvae
OTAMYMR OT (PUPMBI-NPOMIBOANTENSR), CTPaHY
> norotan  «BERLIN-CHEMIE/MENARINI» (Ha | noroTun «BERLIN-CHEMIE/MENARINI»  (Ha
naTuHALe) nartnHnye)
> TOprosoe HaumeHoBaHWe npenapara® TOProBoe HauMeHoBaHue npenapata®
> MeXayHapoAHO® HeNATEHTOBAHHOE HAUMEHO- MexAayHapoaHOe HeNaTeHTOBAHHOE HauMEeHO-
BaHue BaHWE
> Ro3npoBKy AO3NpoBKA
> nekapcTeeHyio dopmy nexapcTeeHHan opma
> Konu4ecTso Tabnerok s ynakoske KOnu4ecTso TabneTok B ynakoske
> €nocob npuMeHeHus cnoco npumeHaHunA
> copepwaHue AeRCTBYKLIEIO BELIECTEA B OA- COAepxaHWe AeNCTBYIOLIEro BELUECTBA B OAHON
HOW TaBnetke TabneTke
> YCNOBHMA XpPaHeHUn YCNoBua xpaHeHwa
«CobnioaaTe MHCTPYKLMIO MO NPUMEHEHWID «Cobnioaars MHCTPYKUNIO NO NPUMEHEHMIO npe-
npenapara, KOTopan Haxo0AUTCA BHYTPU yna- napara, KOTopaa HaXOAWUTCA BHYTPH YNaKoBKW»
KOBKU»
Crpannya 2m3 3
3AO «bepnun-dapman, 248926, r. Kanyra, 2-# ABTOMOBUbHbIIA npoesa, . 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com UHH: 7714033558

Ten.: +7 (4842) 909-500, hakc: +7 (4842) 909-501 KNn: 402901001




BEP/TUH-®APMA

Ad

MEHAPUHHA

NACNOPT N2138 — 2022
HauMeHoBaHMe Cwuodhop® 500, TabneTtku NOKPbLITLIe NNeHoYHOH 0Gonovkoit, 500 mr
(KOHTYpHasn aveitkosan ynakoeka (6nucrep)) 10x6 (nauka KapToHHas)
HoMep cepuu 0010222 Konuuecreo norpe6.
e DR YNaKoBoK B cepum i
fara usrorosnexus 01.2022 loaeH o 01.2025

MpousBoacTeo rotoBoik NeKapcTBeHHoW opMbl

3AQ «BepnuH-dapmar, Poccus

MepsuyHan ynakoska

3AO «Bepnun-®apman, Poccus

Bropuunas / notpeBurensckas ynakoska

3A0 «BepnuH-®apmay, Poccus

lMpouasoautens (Buinyckaowyuii KOHTpONb KavecTsa)

3A0 «Bepnun-dapmayr, Poccus

AHanu3 BLINONHeH no

HAO N N013673/01-251217; Uam.

Ne 1 1 N013673/01-010419.

lMpu Temnepatype He Bbiwe fata npoeege- | 09.02.2022-
Yonoswust xparenus 25 °C HUR aHanusa | 21.02.2022
Nokasatenu Hopmbi Pesynbrarsi

> «llexapcreenHoe cpeacTeo XPaHUTh B HEAD-
CTYNHOM ANA aeTen mecrel»

> «MepopansHoe npotvsoanataTuieckos cpen-
cTBO»

> ycroBuA oTnycka

> HOMep cepuun

> AaTy u3roToBneHwuA

> «roAeH no...»

> LUTPUX-KOR

> PerncTpauMOHHbIA HoMep

Tp1MeNanme: Ha NPOM3IBOACTBEHHYIO yNaKoBKy Mo-
IYT HaHOCUTLCS:
» HeBUAUMbIE 3HaKW 3aluTh

> NPOMIBOACTBEHHLIE KOALI

> 3TUKETKa KOHTPONA NEPEOID BCKPLITUA

»> CPeACTBa NABHTUDMKALIMKM CUCTEMBI MOHWTO-
PHHIa ABWKEHUA NEKAPCTBEHHLIX NPENapaTos

«JlekapcreeHHoe CpeaCTBO XpaHWTe B HEQO-
CTYNHOM ANs fieTen MecTel»

«MepopanbHoe npoTusoanabetuueckoe cpea-
CTBO»

YCNOBMA OTNycKa
0010222

01.2022

01.2025

WTpUX-KOA

PerMCTpayUoHHLIA Homep

Mpumevanme: Ha npoussoacTeerry0 ynakosky

HaHECeHb! HEBUANMDIE 3HAKW 3aWMUThI

HaHeCeHbl NPON3BOACTBEHHbIE KOAb!

He HaHeceHa aTukeTKa KOHTRONA nepsoro BCKpbi-
TUR

HaHeCeHk! CPEACTBA UAEHTUMKALIMW CUCTEMBI
MOHUTOPUHIa ABWIKEHUA NEKapCTBEHHLIX Npena-
patos

Cpok rogHocTu

3rona

3ropa

Havanshuk OKK

2107 00

(aaTa)

CrpaHuuya 3z 3

3AQ «Bepnun-®apmax», 248926, r. Kan

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

yra, 2-i ABToMoBuUnbHeIR Npoean, 4. 5

OrPH: 1027739581968
WHH: 7714033558
KMr: 402901001



