BEPJINH-ODAPMA
MEHAPUHHA

noATBEPXXAEHUE COOTBETCTBUA

Ne 6 — 2022
Toprosoe HaUMEHOBaHUe c:vlm:bcsp“° 850
H
MexayHapoaHoe HenaTeHToBaHHoe riE

HaumMeHoBaHWe

dopma Beinycka

TaGneTku, NOKpLITLIE NNeHoYHon oBonoykoi, 850 mr
(kOHTypHan s4eilkoBas ynakoska (Gnucrep)) 15x4 (navka kapToHHan)

Homep cepuu 0030122

Konu4ecTtso notpeburenbckux 8234

YyNakoBOK B cepuun

[lata nsroToBneHus 11.2021

Cpok rogHocTH 11.2024

Mpon3BoACTBO roTOBOH 3A0 «Bepnun-dapma», Poccus

nekapcTeeHHOW PopMbi 248926 r. Kanyra, 2-0it ABToMoBUNbHBLIA Npoean, A. §

lNepBUYyHaa ynakoska

3A0 «bepnuH-®apma», Poccua
248926 r. Kanyra, 2-oi AsToMob6uncHbIA npoesa, 4. 5

BropuyHas/notpebutensckas 3A0 «BepnuH-dapmay, Poccus
ynakoska 248926 r. Kanyra, 2-oit ABToMo6UNLHLIA Npoeag, 4. 5
MpouzeoauTens (BeinyckatoLumii 3A0 «Bepnun-dapmar, Poccus
KOHTpOnb Ka4ecTea) 248926 r. Kanyra, 2-oi ABToMoBUNbHBIA Npoesg, 4. 5

Homep v adata perucTpauuoHHOMo M N013674/01 ot 13.04.2012
yaocToBepeHus [Hara nepeocopmnenus 30.07.2019

HaumeHoBaHue U agpec fAepxartens | Bepnun-Xemu Al', FepMaHus,
perncTpaunoHHero yaoCToBepeHus Glienicker Weg 125, 12489, Berlin, Germany

HopmaTuBHan JAOKYMEHTaUMUA HA M N013674/01-030718; WNam. Ne 1 1M N013674/01-300719

HACTOALLMUM AOKYMEHTOM Mbl NOATBEPXXAAEM:

YnonHomMmoyeHHoe nuuo Anekceeea
Ceepenun 00 aTTecTaumu

Mpwvkas MuHagpasa Poccum Ne 230
ot 19.03.2021

NPOW3BOACTBO, XPaHEHWEe W KOHTPONb BbILLEYKA3aHHOW Cepuu rOTOBOA NPOAYKUMM OCYLUECTBNEHbI B
cooTBeTcTBMM C TpeGosaHuaMu npukasa MuHnpomTopra Poccun ot 14 mioHs 2013 r. N 816 «[Mpasuna
Haanexalwei NpoW3BOACTBEHHOW npakTWku» (B ped. ot 18.12.2015) u pewenus Coseta EBpasvickoi
3KoHoMUYecKoih Komuccuu ot 03.11.2016 N 77 «O6 yTeepxaeHun MNpasun Hapnexaluei nponseoaCTBEHHON

CEpUA  NeKapCTBEHHOro npenaparta /ﬁog‘( 3 TpeGoBaHWAM, YCTAHOBNEHHbIM NpW  ero
N

rocyaapCcTBEHHON perncTpaumm

21 01, 012

Aata

Crtpanuua 1 m3 1

3A0 «Bepnun-dapmanr, 248926, r. Kanyra, Q-m—ﬁ'ﬁ'oﬁMDbelﬁ npoesg, A4. 5 OrMPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WMHH: 7714033558
Ten.: +7 (4842) 9098-500, dakc: +7 (4842) 909-501 KNn: 402901001
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BEPJINH-®OAPMA
MEHAPUHH

MACIMOPT Ne 6 - 2022

cHoq:oprsso. TabneTku, NOKPLITbIe NNeHOYHOW 060NOUKOR, 850 Mr

HaumerosaHue (KOHTYpHan AYeiKoBas ynakoska (6nucrep)) 15x4 (nauka kapToHHas)
KonusectBo notpeb.

Homep cepum 0030122 yNaKOBOK B Cepii 8 234

[lata nsroToBneHus 11.2021 logeH po 11.2024

MpoOW3BOACTBO roTOBOM NEKAPCTBEHHO! OPMBbI

3A0 «Bepnun-®apmay, Poccus

MNepBUYHaA ynakoBka

3A0 «Bepnun-Papmar, Poccun

Bropuuhas / notTpebutenbckan ynakoeka

3A0 «bepnun-bapmasr, Poccun

MpoussoauTens (Bbinyckatowmuii KOHTPONb Ka4YecTsa)

3A0 «BepnuH-dapmar, Poccus

AHanu3 BbINONHEH No

HA N N013674/01-030718; Uam

.1 M N013674/01-300718

A
YCROBUS XpaHeH#s he¥ Temnepartype He Builue | [lata  NPOBEACGHUA | 4 09,2022 - 19.01.2022
5°C aHanwsa
Moka3zaTtenwu Hopwmbi PesynbTtatbl

Mpoaonrosareie Tabnetku Genoro Mpoaonroeateie TabneTki 6noro UBETa, NOKPhITbIE NNeHOU-
Onucanue LBETa, NOKPLITLIE NNEHOYHOH 06oNnoy- | HOR 0BONONKOA C ABYCTOPOHHEN PUCKONH

KOl C ABYCTOPOHHE#H PUCKOH.

BpemA yaepXX1BaHWA OCHOBHOrO nuka | Bpemsa yaepXvBaHWA OCHOBHOTO NUKA Ha xpomarorpamme

Ha XPOMATOrpamme HCnbITyemoro WCNBITYEMOro PacTBoOpa COOTBETCTBYET BPEMEHN YAepkuea-
Magnwindin pacTeopa AOMKHO COOTBETCTBOBATL HUA OCHOBHOrO NKUKA Ha XPOMAaTOrpaMme CTaHAapTHOro pac-

BpEMEHM YAEPHKUBAHNA OCHOBHOIO
NNKa Ha XPOMaTOrpamMme CTaHaapTHO-
ro pacTeopa MeThopMMHa.

TBOpa MET(HOPMUHA

OaHOpOAHOCTL Macchl

CpeaHas Mmacca:
0,950 r+5% (0,903 ~0,998T).

18/20 He Gonee %5 %,

2/20 He Gonee + 10 %
OT pacCcyuTaHHOW CpejHei macchl

0937r
Or-1%a0+2%

PacnagaemocTb He Gonee 30 mMux 12 MuH
He meHee 80 % (Q) yepes 30 MuH, OT
Pacraopetiue 3AABNEHHOO COAGPHAHUA, 98 %
Mpumech A (LMaHOryaHWAWH) - He 0,01 %
Gonee 0,02 %,
NiBas eAuHNYHan HenaeHTUnuupo- | < 0,05 %
PoacTBeHHbie NpuMeck BaHHas npumecs — He Gonee 0,1 %:;
Cymma HeugaeHTH(hNLUPOBaHHbIX <0,05%

npumece — He Gonee 0,3 %.

MapameTp npuemnemocty Ans 10
eAvwHUY aoaupoBanun < 15,0,

1,4 (anA 10 eauHnl)

OAHOPOAHOCTD MapameTp npuemnemocti Ans 30 -
AC3NPOBAHUA eAuHuy ao3npoBanua S 15,0, U HK
OAHA W3 BAUHUL AOUPOBAHUA HE
menee 0,75M u He Gonee 1,25M.
MukpoBbronornyeckan Kateropua 3A: Kateropua 3A:
JUCTOTA:
- O6lwee yicno aspobHelx | He Gonee 10° KOE B 1 1 (Mn) <10 KOE g 1r (mn)
MUKPOOPraHW3MoB
- OBLee YNCNO APONOKE- He Gonee 10° KOE & 1 r (mn) <10 KOE B 11 (mn)
BbIX U nnecHesklX rpubos
- Escherichia coli otcyTcTemne B 1 1 (Mn) OrcytcrayeT 8 1 1 (Mn)
Ot 807,5 mr 40 892,5 mr metchopmuxa | 839,5 mr
Konw4ecTeeHHoe ruapoxnopuaa B Tabnerke
onpeaenexie (95 % — 105 % OT 3aABNEHHOIO CO- (99 %)

AepXaHus).

CrtpaHuua 1 w3 3

3A0 «Bepnun-dapmar, 248926, r. Kanyra, 2-it ABTOMOGUNbHbIA NPOe3a, A. 5

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

WUHH:
KM

OrPH:

1027739581968
7714033558
402901001



BEPJINH-OAPMA ———

e

MEHAPUHU

MACITOPT Ne 6 — 2022

Cuodpop® 850, TabneTku, NOKpLITLIe NNEHOYHOH 06onoykoi, 850 mr

Haumerosanue (koHTYpHas suelikoBan ynakoBka (6nucrep)) 15x4 (nayka KapTonHas)
Konnyecteo notpeb.

Homep cepuun 0030122 YNaKOBOK B CEpA 8 234

Aata usrotoBnexms 11.2021 logeH o 11.2024

Mpou3BOACTBO roTOBOI NeKkapCTBEHHOM hopMBI

3A0 «bepnun-dapmar, Poccus

MepBuyHan ynakoeka

3A0 «bepnux-®apmar, Poceus

BropuuHas / notpebutenbckan ynakoska

3A0 «bepnun-dapma», Poccus

MpouasoauTens (Buinyckalowmit KOHTPONb KavecTea)

3A0 «Bepnun-dapmas, Poccus

AHanua BbINONHEH No

HA N N013674/01-030718; Uam.

11 N013674/01-300719

Mpu TemnepaType He Bbilwe fara  nposepeHus
Ycnosus xpaHeHus .01. -19.01.2022
pa 25 °C AHaHE 12.01.2022 - 19.01.202
Mokasarenu Hopmbl PesynbraThl
Mo 15 Tabnerok B KoHTYpHylo Aueiika- | Mo 15 TabneTok B KOHTYpHYIO AHeEliKoBYIO YNakoBky (GNMCTep)
Bylo ynakoeky (Gnuctep) w3 [MBX- | na MBX-nnewxn no FOCTy 25250-88 unu dupmsl «Blicare
nnetk no FOCTy 25250-88 wnu | Research GmbH», Fepmanna n anioMuxmesoil donbru no
¢upmbl  «Bilcare Research GmbH», | TOCTy 745-2014 wnn dupmel «SCHULZ FLEXGROUP
Fepmanua n anioMuHnesoR donery no | GmbH», Fepmanus;
Ynakoska rOCTy 745-2014 wanm  chupmbl | Mo 4 GnucTepa ¢ MHCTPYKUNEH NO NPUMEHEHNIO B KAPTOHHOM
«SCHULZ FLEXGROUP GmbH», | nauke no FOCTy 33781-2016
repmanus,
Mo 4 6nucrepa ¢ MHCTPYKUMER No
NPUMEHEHNIO B KAPTOHHONW Nadke no
MOCTy 33781-2016.
Ha ©Gnucrepe Ha pycckom RAabike | Ha 6nucTepe NpMCYTCTBYET HAaANMGh:
yKa3biBatoT:
»  norotun «BERLIN- | noroun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha natu-
HULe)
> TOProBOE HaUMeHOBaHWE npena- | TOProBO@ HauMeHoBaHwe npenapata ®
pata
»  MeXAYHapOAHOE HENaTeHTOBaH- | MEXAYHAapOAHOE HENATEHTOBAHHOE HAaUMEHOBaHWe
HO€ HauMeHoBaHue
¥  AO3UPOBKY AD31pOBKa
» HOMEp cepuu 0030122
> «ropeH po..» (3 roga ¢ pAatel | 11.2024
W3roTOBNEHNA)
Mpumeuanne: Ha NPOU3BOACTBEHHYIO | Mpumeyanwue: Ha NPOU3BOACTBEHHYIO YNaKkoBKy
YNEKOBKY MOTYT HAHOCUTLCH:
»  HEBAAMMbIG 3HAKWH 3aLUUTLI HaHBCeHb! HEeBUANMbIE 3HAKW 3aLLUTLI
Mapknpoeka Ha xapToHHOM nauke Ha pycckom | Ha KapTOHHOM Navke NPUCYTCTBYET HAANMCL:

A3bIKe yKa3bIBaloT:

» HauMeHoBaHue
NPOW3BOANTENA, CTPaHY

» HaumeHoBaHue ¢UpMmbl,  OCy-
WecTenAloWeR  BbINYCKAIOWMWA
KOHTPONb Kavecrsa (B cnyvae
OTNUYNA or thupMet-
NPOW3BOAUTENA), CTPaHY

> norotun «BERLIN-
CHEMIE/MENARINI» (Ha natu-
HALE)

> TOproeoe HaumeHoBaHWe npena-
para®

» MEXAYHapOAHOe HEeNaTeHTOBaH-
HO8 HAaUMEHOBaHHEe

>  RO3MpOBKY

»  neKkapcTeeHHylo opmy

rpmbl-

HauMeHOBaHWe PUPMBI-NPOU3BOAUTENS, CTPaHE

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

TOProBOe HaMMeHoBaHue npenapara ®
MEXAYHApPOAHOE HeNaTeHTOBaHHOE HanMEHOBaHNe

A03UpPOBKE
nekapcTeeHHan opma

Crpanuua 2 u3 3

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABToMoGUNbHbIA npoeaa, 4. 5

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

OrPH:
WUHH: 7714033558
KA~ 402901001

1027739581968



BEPJINH-®APMA
MEHAPUHH

MACMNOPT Ne 6 — 2022

Cuo¢o§° 850, TabneTku, NOKPLITLIE NNEHOYHOI 0BONOYKONH, 850 Mr

HanmeHosaHue (koHTypHas AelikoBan ynakoBka (6nucTep)) 15x4 (nayka KapToHHas)
Konuuecreo notpe6.

Homep cepuu 0030122 YNaKoBOK B cepyi 8 234

HaTta naroToBnexus 11.2021 lopeH po 11.2024

MpoM3BOACTBO rOTOBOI NEKAPCTBEHHOM (hOpMb!

3A0 «bepnun-Papmar, Poccus

MepsuyHas ynakoeka

3A0 «Bepnun-®apmayr, Poccus

BropuuHas / noTpebutenbckas ynakoska

3A0 «Bepnux-dapma», Poccus

Mpoussogutens (Buinyckatowmi KOHTponb Ka4ecrea)

3A0 «Bepnun-dapman», Poccus

AHanus BLINONHEH No

HA N N013674/01-030718; Uam.

1 M N013674/01-300719

Ycnosus xpaHeHus

Mpu TemnepaTtype He Bbiwe
25°C

lara nposepeHus

aHanusa 12.01.2022 - 19.01.2022

Mokazarenu

Hopmbi

PesynbTarbl

> xonuvectso TabneToK B ynakoske
»  cnocob npuMeHeHus

» coAepXaHue AeAcTBylowero
BeujecTsa 8 04HoA TabneTke

»  YCNOBUA XpaHeHWs

> «CobnioaaTs UHCTPYKUMIO NO
NpUMEHEHUIO Npenapara, KoTo-
pan HaxoAWTCA BHYTPH ynakos-
Ku»

» «JlekapcTeeHHoe CPeacTBO Xpa-
HWTL B HEAOCTYNHOM ANA AeTen
mecTel»

> «MepopantHoe npoTueognabe-
THYECKOE CPEACTBO»

YCroBwA oTnycka
HOMEp cepnu

AATY MArOTOBNEHUS
«TOACH A0...»
LUTPUX-KOA

¥V ¥V ¥V VYV VvV V¥V

HOMEp PerucTPaUNOKHOrD YAo-
CTOBEPEHUA

MNpumevanmue: Ha NPOUIBOACTBEHHYIO
YNaKoBKy MOryT HAHOCUTBLCA:

> HeBUAUMBIE 3HAKN 3aLyuThI

»  NpOM3BOACTBEHHBI® KOZBI

3TUKETKA KOHTPONA NEpBoro
BCKPbLITUA

» CPeACTBa UABHTU(MKALIMK CH-
CTeMbl MOHUTOPHMHIA ABWXEHUA
NeKkapcTBeHHbIX Npenaparos

KONW4ECTBO TabneTok B ynakoeke
cnocob npumexexns

coAepXaHne AeicTBYIOWIEro BeLUecTea B 0aHON TabneTke

YCNOBUSA XpaHEHUA

«CobnioAaTh MHCTPYKLMIO NG NPUMEHEHWIO Npenapara, KoTo-
Pas HAXOAWTCA BHYTPU YNaKoBKu»

«JlexapcTBerHOe CpeACTBO XPaHUTL B HEAOCTYNHOM ANA Ae-
Tel mecre!»

«lNepopansHoe npoTuBoANaBETUYECKOE CPEACTRON
YCNOBWA OTNycka

0030122

11.2021
11.2024

WITPUX-KOA

HOMEP PerucTpaLMOHHOrO YAOCTOBEPEHUA

Npumeuanne: Ha NPOU3BOACTBEHHYIO YNaKoBKy

HaHeCeHbl HeBUAMMbIE 3HAKK 3alUnTbI

HaHecCeHbl NPON3BOACTBEHHbIE KOAbI

HE@ HaHeceHa 3TUKeTKa KOHTPONA Nepsoro BCKpbITUA

HAHBCBHbI CPEACTBA MAEHTU(NKALMM CUCTEMBI MOHUTOPUHTA
ABWKEHWUA NeKapCTBEHHLIX NPenapaTos

Cpok rogHocTH

3roga

3roaa
S NS

S L1287

(nata)

CrpaHuua 3 us 3

3A0 «bepnuH-dapmar, 248926, r. Kanyra, 2-it AsToMo6UNbHLIA Npoesa, A. 5

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

OrPH: 1027739581968
WMHH: 7714033558
KMr: 402901001




