| BEPJINH-®APMA
/- MEHAPHUHMH

NOATBEPXOEHUE COOTBETCTBUA

Ne 759- 2026
Toprosoe HaumeHoBaHue Cuodpop® 850
M
exayHapoAHoe HenaTeHToOBaHHOe T

HauMmeHoBaHune

®opma Bbinycka

TabneTku, NOKpbITbIe NeHO4YHOW 06ono4koii, 850 mr
(KOHTYpHanA AvelkoBaa ynakoBka/Gnucrep) 15x4 (nauka KapToHHARA)

Homep cepuun 0960826

KonuyecTso noTpebutensckux 8013

ynakoBOK B cepuu

[ara uarotoBneHuns 02.07.2026

Cpoxk rogHocT 02.07.2029

Mpoun3BOACTBO rOTOBOV 3akpbiToe akuuoHepHoe obujectso «bepnuH-®apmar», Poccus
nexkapcTBeHHOM opMmbl 248926, r. Kanyra, 2-i1 ABToMOGUnbHLIA Npoesa, 4. 5, Poccust

MepBuuHas ynakoeka

3akpbiToe akuuoHepHoe obLecTeo «bepnun-®apmar, Poccus
248926, r. Kanyra, 2- AsToMobuneHeiil npoesg, g. 5, Poccua

Bropuunas/notpeburenbckas 3aKpbITOe aKUuMoHepHoe obLecTBo «BepnuH-dapmar, Poccus
ynaxkoBka 248926, r. Kanyra, 2-n AsTomobuneHbIN npoesg, a. 5, Poccusa
Mpoussoautens (BbinyckatoLuit 3akpbiToe akymoHepHoe obuecTBo «bepnuH-Papmar, Poccus
KOHTPONb Ka4yecTsa) 248926, r. Kanyra, 2-n AsTomobunbHbii npoesa, a. 5, Poceun

Homep v gaTa perucTpaumoHHoro JIN-Ne(003981)-(Pr-RU) ot 12.12.2023

YAOCTOBEPEHUS

HaumeHosaHune 1 agpec gepxarena | bepnuH-Xemu Al, MepmaHus,
perucTpaunoHHOro yaocToBepeHns Glienicker Weg 125, 12489, Berlin, Germany

HopmatueHasa gokymeHTaumns JIM-Ne(003981)~(PI-RU)-130624

HACTOALMM OOKYMEHTOM Mbl NOATBEPXOAEM:

NPOWU3BOACTBO, XPaHEHUE W KOHTPOMb BbIEYKa3aHHOW Cepun rOTOBOI MNPOAYKUWM OCYLLECTBNEHbl B
COOTBETCTBUM C TpeGosaHusMu peweHns Coseta EBpasuiickoii akoHomuuyeckoi kommuccum ot 03.11.2016

N 77 «O6 yreepwaernn MNpasun Ha,qnemameﬁ;gﬁmqm HOW npakTukn EBpasniickoro aKoHOMUYECKoro
cotosa» y /2

- Cepus neKkapcTBEHHOro npenaparta /CO@TeeTcTBYeT foBaHuAM, yCTaHOBMEHHbIM Npu  ero
rocyaapcTBEHHO permcTpauum |
[ gepmn OAPMA
YnornHomovyeHHoe nuuo  Anekceesa C. .,_;\ City KbA A 12 e e
CeeaeHun o6 atTecTalum @Q’\HEUTBA |S I, ?z"'
oy
Mpukas Muxaapasa Poccun Ne 146 N e 7 noaes aara
OT 02032026 e e P -

CrpaHuya 113 1

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-i1 ABToMOBUnbHbIA Npoesq, 4. 5 OIrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, cpakc: +7 (4842) 909-501 KMr: 402901001




BEPJ/INH-®APMA
/- MEHAPHUHMU

MACMOPT Ne 759 - 2026

Cuodop® 850, TaGneTku, NOKPbITLIE NITEHOYHOH 060NOYKOM, 850 Mr

Haumetosatne (xoHTypHas AueikoBas ynakoska (6nucrtep)) 15x4 (nauka kapToHHas)
Konuyecteo notpeb.

Homep cepuun 0960826 yNAKOBOK B CEpHM 8013

[ata nsrotosnexHus 02.07.2026 [opeH mo 02.07.2029

IMpou3BOACTBO rOTOBO NEKapPCTBEHHOW (DopMbl

3A0 «bepnuH-®apma», Poccus

lMepBuUYHas ynakoska

3A0 «bepnux-®apma», Poccus

BropuuHas / notpebutenbckas ynakoska

3A0 «bepnux-®apma», Poccus

MpoussoauTens (BeinyckaloLwmii KOHTPONb KavyecTea)

3A0 «BbepnuH-®apmar», Poccusi

AHanus BbINONHEH NO

HI NN-Ne(003981)-(PT-RU)-130624

Mpu TemnepaType He Bbille [art
Ycnoeus xpaHeHus p,, palye a  TPOBEACHWUA | o5 08.2026 — 13.08.2026
25°C aHanuaa
MNokasatenwu Hopmbi Pe3ynbTathl
Mpoaonrosartble Tabnetkn Genoro MpogonroeaTeie TabneTky Genoro UBeTa, NOKPLITLIE NNe-
Onucanue LBETa, NOKPLITLIE MNEHOYHON 0Gonoy- | HOUHOW 0BONOUKO/ G ABYCTOPOHHE! PUCKO.
KOiA C ABYCTOPOHHEW PUCKON.
Bpems yaepusaHus OCHOBHOTO Nka | Bpems yaepxuBaHUs OCHOBHOTO NUka Ha Xpomartorpamme
Ha XpOMaTorpaMme MCNbITYEMOro MCMBITYEMOro PacTBOpa COOTBETCTBYET BPEMEHW YAEPKUBa-
T pacTBOpa A0MKHO COOTBETCTBOBATHL HWA OCHOBHOTO MWK Ha XpoMaTorpamme CTaHAapTHOrO pac-

BPEMEHW YAEPKUBAHUS OCHOBHOIO
KA Ha XxpoMaTtorpaMme CTaHAApPTHO-
ro pactsopa meThopmuHa.

TBOpa MeTdopMuHa.

OAaHOPOAHOCTL Macchl

CpeaHsas macca:
0,950 r+5 % (0,903 - 0,998 ).

18/20 He Gonee 5 %;

2/20 He Gonee £ 10 %
OT paccYUTaHHOW CpeAHei Macchl

0,942 r
OT-2%po+1%

PacnagaemocTb He 6onee 30 muH 10 muH
He mexee 80 % (Q) yepes 30 muH. ot o
Pacreopenne 3aBNEHHOrO COAEPKaHKA. 99 %
Mpumeck A (UMaHOTyaHWauH) - He 0,01 %
Gonee 0,02 %;
Nioban egnHnyHan HenaenTuduumpo- | < 0,05 %
Mpumeck BaHHas npUMech — He Gonee 0,1 %;
Cymma HeMaeHTUULUPOBAHHLIX <0,05%
npumeceii — He Gonee 0,3 %.
Mapametp npuemnemocti ana 10 2,2 (ana 10 eguHny)
eAuHnY Ao3uposaHKa < 15,0,
OnHopoaHOCTh MapameTp npuemnemoctu gna 30 -

J03UPOBaHHBIX egnHNL

eanHny AosuposaHna < 15,0, n HK
0AHa U3 EAUHWL A03UPOBAHWA He
mexee 0,75M n He Bonee 1,25M.

Mwukpobuonoruyeckas

yucroTa:

—  Obwee 4ucno aspobHBIX
MHKPOOPraHuamoB

—  O6Lee 4YMcno gpoXoKe-
BbIX ¥ NNEecHeBbIX rpubos

— Escherichia coli

Kateropus 3A:
He Gonee 10° KOE B 1 r (mn)
He Gonee 10° KOE & 1 r (mn)

oTcyTcTene B 1 r (mn)

Kareropus 3A:
<10 KOE B 11 (Mn)
<10 KOE B 1 r (Mn)

Ortcyrcreyet B 1 1 (Mn)

KonudecteeHHoe
onpeaenexune

Ot 807,5 mr go 892,5 mr meTchopmMUHa
rugpoxnopuaa B Tabnetke

(95 % — 105 % oT 3aABNEeHHOro co-
LEepPKaHua).

830,7 mr

(98 %)

CtpaHuua 1 u3 3

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABTOMODUNBHBIR Npoesg, A. 5

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

OrPH:
VHH:
K:

1027739581968
7714033558
402901001




A4

MEHAPUHHA

MNACMOPT Ne 759 — 2026

BEPJINH-ODAPMA

Cuodpop® 850, TabneTkn, NOKPbITbIE NNEHOYHOW 060N0UKOIH, 850 Mr

HaumeriosaHue (koHTypHan s4eiikoBas ynakoBka (6nucrep)) 15x4 (nauka KapToHHast)
Homep cepuu 0960826 Konnuecteo rotped. | g gq3

yrakoBOK B cepun
[ata usroroBneHus 02.07.2026 loaeH ao 02.07.2029

Mpoun3BoACTBO FOTOBOW NEKapCTBEHHOW (hopMbI

3A0 «BepnuH-dapmar, Poccus

MNepsuyHas ynakoeka

3A0 «bepnun-dapmar», Poccus

Bropuuras / noTpebutensckas ynakoeka

3A0 «bepnuH-®apma», Poccusn

MNpoussogutens (BuinycKkaoLuit KOHTPONb KayecTsa)

3A0 «bepnun-dapmar, Poccus

AHanus BbiNOMHEH MO

H/ NM-Ne(003981)-(Pr-RU)-130624

Mpu TemnepaTtype He BbiLL
YcnoBus xpaHenus po WIRRA " Aara APOREASHNR 05.08.2026 — 13.08.2026
25 °C aHanusa
Mokasartenu Hopmbi Pesynbrarthbi
Mo 15 TabneTok B KOHTYpPHyIo AYeiiko- | Mo 15 TaGneTok B KOHTYPHYIO AYelikosyio ynakosky (6nuctep)
BYI0 ynakosky (6nuctep) [MBX-nneHka/ | [MBX-nneHka/ onera anomunmesas).
conbra anioMMHueBas). Mo 4 6nuctepa ¢ NMCTKOM-BKNAALILIEM B KAPTOHHON nayke.
Ynakoeka Mo 4 6nuctepa €  NUCTKOM-
BKNajbllUeM B KAPTOHHOMN Navke.
Ha ©6nucrtepe Ha pycckom nA3bike | Ha Gnucrepe NpUCYTCTBYET HAAMUCh:
yKaskIBatoT:
» noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha naru-
HUUE),
»  TOproBoe HaUMEHOBAHWE C Mpe- | TOProBoe HaWMEHOBAHWE C MpeAynpeauTenbHOW  Mapku-
AynpeauTenbHOI MapkupoBKoi®, | poBKkoi®
»  MeXpyHapogHOe HenaTeHTOBaH- | MeMpyHapoAHOe HenaTeHTOBaHHOe HaMMEeHOBAHWE (Ha PYCCKOM
HOE HauMeHOBaHWe (Ha PYCCKOM | W aHrNMIACKOM A3bIKe)
1 aHrNUACKOM s3bIKe),
»  BO3MPOBKY, A03UpoBKa
»  nekapcTeeHHylo chopmy, nekapcTeeHHas dopma
» HOMEp cepuu, 0960826
» jpara ucredMeHua cpoka rogHoctu | 072029
«TOAEH f0...».
Ha kaproHHo#i nayke Ha pycckoMm | Ha kapToHHOW Navke NPUCYTCTBYET HaAMWCh:
A3bIKE YKa3bIBalOT:
»  HaWMeHoBaHue upMbl- | HauMeHoBaHWe (UPMBI-NPON3BOANTENA (B CNyyae OTNUYMA OT
npoussoanTens (B crydYae otTnu- | (hMpMbi-AepPXATENA PEriCTPALMOHHOIO Y4OCTOBEPEHUA), CTpa-
Mapkuposka YMA OT chupMbl-gepxaTens perun- | Ha

CTPAUMOHHOIO  YAOCTOBEPEHUA),
CTpaHy,

> HaumeHoBaHwe WpMbl,  Ocy-
LECTBNAWEN  BbiNyCKaKLLWiA
KOHTpONb Kauectsa (B cnyvae
oTnnYnA oT DOUpMbI-
NPOM3BOAKTENA), CTPaHY,

»  HaWMeHOBaHWe AepXaTens peru-

CTPaLMOHHOrO  YAOCTOBEPEHUA,
CTpany,

> norotun «BERLIN-
CHEMIE/MENARINI» (Ha natm-

Huue),
> TOProBoe HaumeHoBaHWe c npe-
AynpeauTentHOI MapKkuposkoi®,

» MeXAYHapoAHOE HenaTeHToBaH-
HOe HaumeHoBaHwe (Ha pycckom
1 @HrNWIACKOM A3bIKE),

»  A03MpOBKY,

HauMeHOBaHWE AEepKaTensi PerucTpaLMoHHOrO YA0CTOBEPEHNA,
cTpaHa

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

TOproece HauMmeHOBaHWe
poBKoOI®

C npeaynpeawTensHon  mapku-

MeXAyHapoAHOe HenaTeHTOBaHHOe HauMeHOBaHWe (Ha PYCCKOM
W aHIMAACKOM A3LIKE)

BA03NpOBKa

Crpanuua 2 uz 3

3A0 «bepnun-®apmar, 248926, r. Kanyra, 2-it ABTomobunbHbIA npoesa, 4. 5

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

OlPH: 1027739581968
WMHH: 7714033558
Krr: 402901001



BEPJINH-ODAPMA
MEHAPUHU

NACNOPT Ne 759 — 2026

Cuodhop® 850, TabneTku, NOKPbITbie NNEeHOYHON 06onouKkoMn, 850 mMr
HaumeHosaHve (xoHTypHas sveiikoBas ynakoBka (6nucrtep)) 15x4 (nauka KapToOHHas)

Homep cepun 0960826

Kormuectso notpeb. | g 043
YNaKoBOK B CEpuu

[laTa n3rotoeneHus 02.07.2026

lFoneH no 02.07.2029

Mpon3BoACTBO roTOBOW NEKapCTBEHHON (hopMbI

3A0 «bepnux-®apmar», Poccus

MepBuYHas ynakoeka

3A0 «bepnun-dapmar, Poccus

BropwuHas / noTpebuTtenbckas ynakoska

3A0 «bepnux-®apmar, Poccus

MpouasoguTtent (BoinycKaoLwyit KOHTPONb KayecTsa)

3A0 «bepnun-dapmar, Poccus

AHanus BsinonHen no | HA NM-Ne(003981)-(Pr-RU)-130624

YcnoBus xpaHeHus 25 °C

Mpu TemnepaType He Bbille

fata  npoBeAeHus | 5 g 2026 — 13.08.2026
aHannaa

MNMokasarenu Hopmbi

PeaynbTathl

Ke,
cnocof npuMeHeHws,

» YCNOBUA XpaHeHns,

KOMbTECH o
BKNagbILLEMY,

pereii mecrel»

v

TUYECKOE CPEACTBOY,
YCNOBMA OTNYCKA,
HOMEp CepuH,

[aTy NpoW3BOACTEA,

Y ¥V VvV ¥

«rOAEH AO...».
> LUTPUX-KOA,.

YNakoBKy MOMYT HAHOCUTLCA!

» nexkapcTeeHHyo opmy,
» konn4yecTeo TabneTok B ynaxkos-

> coaep¥aHue AeiicTeyloLiero
BelllecTea B 0AHOIi TabneTke,

» «Mepes npuMeHeHWeM O3Ha-

NNCTKOM-

> «XpaHuTb B HEAOCTYNHOM AnNA

«MNepopaneHoe npoTusogmabe-

Aara UCTevyeHwa Cpoka rogHoCcTH

MpumeyaHue: Ha NPOUIBOACTBEHHYIO

»  NpOW3BOACTBEHHbIE KOAbI
»  KOHTPONb NEPBOro BCKPLITMA

»  CPeAcTBa MWAEHTUMKALUMM CU-
CTeMbl MOHWUTOPHMHrA ABWKEHWUS

nekapcTeeHHas copma
KONM4ecTBO TabneTok B ynakoske

cnocob npuMeHeHns

coaepxaHue aeiicTeyloLLero sellecTea B ogHoli Tabnetke

YCNOBWA XpaHeHWA
«Mepea NpUMEHEHNEM O3HAKOMBTECH C NINCTKOM-BKNaAbILLeM»

«XpaHnTb B HEAOCTYNHOM ANA AeTei mecTel»
«[MNepopanbHoe npoTuBoauabeTieckoe CpeacTso»

YCnoeus oTnycka
0960826
072026

072029
LUTPUX-KOA,

MpumeyaHne: Ha NPONIBOACTBEHHYIO YNAKOBKY

HaHeceHbl NPOV3BOACTBEHHBIE KOAbI
HE HaHeCEH KOHTPONb NEPBOro BCKPBITUA

HaHeceHb! CPEACTBa MAEHTUUKALNN CUCTEMb!I MOHUTOPUHIE
ABVXEHUA NEKaPCTBEHHBIX NpenapaTos

NeKapCcTBEHHLIX NpenapaTos
CpOK rofgHOCTH 3 "roga; == 3roaa

P S AATONY

’ -
3aknoyeHue: cooray@a’
i

(

w

’PL\:‘I LMoy E:;‘

Z

Vs
7.0

HauyaneHuk OKK

am HI JM-Ne(003981)-(PT-RU)-130624 no BceM noKasarensiM.

13 08. 2026

(pata)

Farnowswunu A.A.
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3A0 «bepnuH-dapmar, 248926, r. Kanyra, 2-it ABTOM0OWUNbHbLIA npoesa, Aa. 5 OIPH: 1027739581968

e-mail: reception_kaluga@berlin-chemie.com

Ten.: +7 (4842) 909-500, cakc: +7 (4842) 909-501

WUHH: 7714033558
Krr: 402901001



