BEPJINH-OAPMA
MEHAPUHUAU

MACTIOPT Ne 36 — 2026

SRR AL Cuodrop® 500, TaGneTku, NOKpLITLIE NieHOYHOK o6onoykoi, 500 mr
(kOHTYpHas AuyelikoBan ynakoBka (6nuctep)) 10x6 (nayka kapToHHan)
Homep cepun 0220126 Konuuectso notpeo. 13 968
YNaKkoBOK B cepuu
[ara narotoBnexmns 12.01.2026 lopeH no 12.01.2029

[Npou3BOACTBO roTOBOM NEKapCTBEHHOW (DOPMbI

3A0 «bepnun-dapma», Poccus

MepBuyHas ynakoeka

3A0 «BbepnuH-®apma», Poccus

BropuyHas / notpebutenbckas ynakoska

3A0 «BbepnuH-Papma», Poccus

MpoussoguTens (BbinyckaroLinii KOHTPOIb Ka4ecTsa)

3A0 «bepnuH-®apma», Poccus

AHanus BbiNOMHEH NO

HA NM-Ne(004061)-(Pr-RU)-060325

Mpwu Temne He Bbille
YCnoBis xpaHeHusi it patype flata  nposeneHus | o7 942026 — 05.02.2026
25°C aHanusa
Mokazarenm Hopmbi PesynbTaThl
Benble, Kpyrnbie, ABOAKOBLINYKNbIE benble, Kpyrnble, ABOAKOBLINYKNLIE TaBneTku, NOKpLITLIE Nne-
Onucakue TabneTky, NOKpbIThIe NNeHoYHoW 06o- | HOUHON 06oNoYKOiA.
TIOYKOH.
Bpems yaepMBaHUsi OCHOBHOTO Nuka | Bpems yaepkuBaHus OCHOBHOTO NKa Ha XpoMaTorpamMme uc-
Ha XpomaTorpamme UCNbITYeMOro pac- | NLITYEMOro pacTeopa COOTBETCTBYET BPEMEHH YAEPXUBaHNA
TBOPAa AO0/MKHO COOTBETCTBOBATL Bpe- OCHOBHOIMNY NWKa Ha Xpomarorpamme CTaHAapTHOro pacTeopa
Waentndisicaims MEHW YAIePKUBAHUA OCHOBHOFO Nka | MeTopMUHa.
Ha XpOMaTOrpamme CTaHAapTHOro
pacTsopa.
CpepHnsa macca:
0,560r+5 % (0,532-0,588T1) 05551

OB HOPOAHOCTb Macchl

18/20 ve Gonee £ 5 %;

2/20 He Gonee = 10 % oT paccynTan-
HOI cpefHeil macchl

OT-3%p0+2%

PacnagaemocTb He 6onee 30 mux 10 MuH
He menee 80 % (Q) yepes 30 muH oT
Pacmcpeﬂne 3aABNeHHOro cogepxXaHun. 100 %
Mpumecs A (unaHoryaHuauH) - He 6o- | 0,01 %
nee 0,02 %;
TNwban eguHu4Han HempgeHTuduumpo- | < 0,05 %
Mpumecu BaHHasA npumeck — He Gonee 0,1 %;
Cymma HeugeHTUdULMPOBaHHbIX NPpU- | < 0,05 %
meceii — He Bonee 0,3 %.
MapameTp npuemnemoctu gns 10 1,9 (ana 10 eanHnL)
eAnHuL ao3upoeadna S 15,0,
OaHOPOAHOCTL A03UPOBAH- MapameTp npuemnemoctu gna 30 -
HBIX eAUHIAL eAWHAL fo3upoBaHiA < 15,0, i HK
OAHA U3 eANHUL A03MPOBaHMA HE Me-
Hee 0,75M v He Gonee 1,25M.
Mukpoburonorideckan Kareropua 3A: Kareropua 3A:
yucToTa:
— O6wee uncno aapobHeix | He Gonee 10° KOE B 1 r (mn) <10 KOE B 11 (Mn)
MUKPOOPraHU3MoB
— Obwee 4yncno ApoxoKe- He Gonee 102 KOE B 1 r (Mn) <10 KOE B 11 (Mn)
BbIX W NnecHesbIX rpubos
—  Escherichia coli orcyTcTeue B 1 1 (Mn) OtcytcreyeT B 1 1 (Mn)
Ot 475,0 mr go 525,0 mr meTchopmuHa | 494,8 mr
KonwdyecTBeHHOe ragpoxnopuga B Tabnetke
onpeaeneHue (95 % — 105 % OT 3aABNEHHOTO CO- (99 %)

aepxanus).
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3A0 «bepnuH-dapmar, 248926, r. Kanyra, 2-i1 ABTOMOBUNbHLIA npoesq, 4. 5 OrPH: 1027739581968
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BEPJINH-®APMA
MEHAPUHUA

MACMOPT Ne 36 — 2026

Cuodop® 500, TabneTku, NOKpPbITLIE NNEHOYHOW 06ONoYKoi, 500 Mr

HavMoRRgiNe (koHTypHas AyelKkoBan ynakoBka (6nucrtep)) 10x6 (nayka kapToHHaA)
KonuuyectBo notpeb.

Homep cepui 0220126 Ym0k B CopHl 13 968

[ata usrotosneHus 12.01.2026 loneH o 12.01.2029

lMpon3BOACTBO FOTOBOI NEKAPCTBEHHONW POopMbi

3A0 «bepnuH-®apma», Poccus

MepeunyHan ynakoska

3A0 «bepnuH-dapmar, Poccus

BropuyHas / notpeburenbckan ynakoBka

3A0 «bepnun-dapma», Poccus

Mpouseogutens (BbinyckaroLwuil KOHTPOMbL KA4eCcTBa)

3A0 «bepnux-dapmar, Poccust

AHanwu3 BbINOSHEH MO

HI1 NN-N2(004061)-(Pr-RU)-060325

MNpw TemnepaTtype He Bbile Jata  npoeBegeHus
27.01.2026 - 05.02.2026
Ycnoeus XpaHeHuA 25 °C aHanu3a
Mokasarenn Hopmbi PesynbTathl
Mo 10 TabneTok B KOHTYPHYKW suelko- | Mo 10 TabneTok B KOHTYPHYIO AYelikoByIo ynakoeky (6nuctep)
BYI0 ynakoBky (6nuctep) [MBX-nneuka | [MBX-nneHka / donkbra aniomnHnesas]
Ynakoeka / thonbra aniomuHuesasn)] Mo 6 BnUcTEpoB ¢ NMCTKOM-BKNAAbILLIEM B KAPTOHHOI navke
Mo 6 GnuctepoB ¢ AMCTKOM-BKNagbI-
WeM B KapTOHHOI naJke.
Ha 6nuctepe Ha pycckom AizbiKe yKa- | Ha 6nuctepe Ha pyccKom A3bIKe yKa3aHo:
3bIBalOT:
»  norotun «BERLIN-CHEMIE/ME- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
NARINI» (Ha naTtuHuue)
»  TOpProBOE HaWMEHOBaHWe Npena- | TOproBoe HaumeHoBaHwe npenapata®
para®
» MEXAYHapPo4HOEe HenaTeHToBaH- MEXOYHapoAHOEe HENATEHTOBAHHOE HAaMMEHOBaHNE (Ha PyCCKOM
HOE HauMeHOoBaHWe (Ha PYCCKOM | W aHrnuiicKom A3bIKe)
W aHrNUACKOM A3LIKE)
= A03UPOBKY A03UpOBKa
» HOMEP Cepuu 0220126
» «roAeH AO...» 012029
Ha xapToHHOI nayke Ha pycckom | Ha KapTOHHOI NayKe Ha PYCCKOM A3LIKE YKa3aHOo:
fA3bIKE YKa3bLIBAKOT.
> HaumeHoBaHue hupMbI-NPOK3BO- | HauMeHoBaHWe hUpMbI-NPOU3BOAMTENA (B CNYyYae OTNWMYUA OT
avtens (B cnyyae OTNMYMA OT | UpMbl-gepxartens  PerucTpauMoHHOTO  YAOCTOBEpEeHWA),
thupmbl-gepxaTens perucrpauu- | ctpaHa
OHHOTO Y/ ,0CTOBEPEHWA), CTPaHy
»  HaumeHoBaHWe (WpMbl, OCYy- | -
Mapkuposka LWEeCTBAAIOWEA  BbiNyCKaOLWMA

KOHTpONb KayecTea (B cnyvae oT-
nW4Yua  OT  HUPMbI-NPOM3BOAU-

Tens), CTpaHy

»  HaumeHoBaHue aepwartens peru-
CTPaUMOHHOINO  YAOCTOBEPEHWA,
CTpaHy,

» norotun «BERLIN-CHEMIE/ME-
NARINI» (Ha naTuHuue)

» TOProBOEe HavMeHOBaHue npena-
para®

» MEXAYHAPOAHOE HENATEHTOBAH-
HOE HauMeHoBaHWe (Ha pycckom
W aHrNUACKOM f3biKe)

AO3MPOBKY
NeKapcTBeHHYI thopmy
KONNYECTBO TabneTok B ynakosKe

Y ¥V V¥V VY

cnocob npuMeHeHWA

HaUMEHOBaHWe AepXKaTens PerucTPaLMOHHOrO YAOCTOBEpe-
HUA, CTPaHa

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

TOProsoe HauMeHosaHue npenaparta®

MEXAYHapOAHOE HENATEHTOBAHHOE HauMEHoBaHue (Ha pyc-
CKOM W aHrNWACKOM si3blke)

BO3VPOBKa
nexkapcTeeHHan dopma
KonuyecTBo TabneTok B ynakoeke

cnocob npumMeHeHuA
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e-mail: reception_kaluga@berlin-chemie.com
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WNHH: 7714033558
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 BEPJINH-®APMA
. MEHAPUHMH

MACMOPT Ne 36 — 2026

Cuodcpop® 500, TabneTku, NOKPbITbIE NIeHOYHOW oGonoukoi, 500 mr

HiGH ORI (kOHTYpHasa AvelikoBaa ynakoBka (6nucrep)) 10x6 (nauka kapToHHaRA)
Konuyecteo notpeb.

Homep cepun 0220126 yNaKOBOK B Cephi 13 568

Hata n3rotoBneHus 12.01.2026 FopeH po 12.01.2029

[Mpon3BOACTBO rOTOBOW NEKapcTBeHHOW hopMbl

3A0 «bepnuH-®apma», Pocecus

MepauyHas ynakoska

3A0 «bepnun-®apmay, Poceus

BropuyHas / notpebutensckasn ynakoska

3A0 «bepnun-®apmay, Poccus

MpouasoauTens (BbinyckaoLnii KOHTPONL KayecTea)

3A0 «bepnun-®apmay, Poccuns

AHanu3 BLINOMHEH MO

HO NM-Ne(004061)-(Pr-RU)-060325

[MNpu TemnepaTtype He BbiLle Ta nposefeHns
YCroBisi XpaHeH s 2?‘*0 patyp gsanm PORGA 27.01.2026 — 05.02.2026
MNMokasatenu Hopmu! PesynbTtaTthbl

» coAepxaHue geiicTByIOWIEro Be- | CopepxaHue AeiAcTByIOLero BellecTea B 0AHoI TabneTtke
wecTea B 0AHOIi TabneTke

»  YCNOBMA XpaHeHus YCNoBuUA XpaHeHus

» «Mepea npuMeHeHuem o3Ha- «MNepen NnpuMeHEHWEM O3HAKOMBTECH C IMCTKOM-BKNaAbILLIEM»
KOMBTECH C JINCTKOM-BKNaAbI-
Lem»

»  «XpaHWUTb B HEAOCTYNHOM ANA «XpaHuTb B HEAOCTYNHOM ANR AeTed mectel»
Aetei mecte!»

»  «lepopansHoe npotusoguabe- «MepopankHoe npoTueoanabeTnyeckoe CpeacTBO»
TUYECKOE CPEACTEO»

» YCNOBWA OTnycKa YCNoBWA 0TnycKa

»  HOMmep cepuun 0220126

» AaTy NpOW3BOACTBA 012026

» «rofieH Ao...» 012029

¥ WTPUX-KOA, LUTPUX-KOZ,

MpumevaHue: Ha NPOU3BOACTBEHHYIO MpuMeyaHue: Ha NPOM3BOACTBEHHYIO YNaKoBKY

yNaKoBKy MOMYT HAHOCUTLCS:

»  NPOU3BOACTBEHHbLIE KOABI HaHEeCeHb! NPOU3BOACTBEHHLIE KOAbI

> 3TUKETKa KOHTPONA Nepeoro He HaHeceHa 3TUKeTKa KOHTPONA NepBOro BCKPLITUA
BCKPLITHA

> cpeacTea MAEHTUWUKaLMK Cn- HaHeceHbl CpeAcTBa UAEHTUMMKALMK CUCTEMbI MOHUTOPUHIa
CTEMbI MOHUTOPMHIA ABIDKEHUS ABIDKEHUA NEKapCTBEHHLIX NPenapaTos
NeKapCTBEHHbIX NPenaparos

=] -
Cpok rogHocTy LoEP Fr N 3 ropa
3° e N

3aknwovyeHue:

HavyanbHUK

Farnowsunu A.A.

BaHusam H JM-Ne(004061)-(Pr-RU)-060325 no Bcem nokasarensim.

mnac
2026

(nara)
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3A0 «bepnuH-bapmar, 248926, r. Kanyra, 2-i ABTOMOOWUNbLHbLINA npoesa, A4. 5 OIPH: 1027739581968
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BEPJINH-®APMA
MEHAPUHMA

NoATBEPXAEHUE COOTBETCTBUA

Ne 36— 2026
Toprosoe HakMeHOBaHWe Cunodop® 500
0 HEMaTEeHTOBAHHOS
MexayHapoAHOE HENATEHTOR MeTchopmiH

HauMeHoBaHue

TabneTku, NOKPLITHIE NNeHOYHOU obono4kon, 500 Mr

dopma BeiNycKa
P y {koHTYpHan AYeikKOBanA ynakoBKa (6nucTtep)) 10x6 (nauka kapToHHanA)
Homep cepumn 0220126
Konu4ecTeBo noTpebuTensckmx 13 968
YNAKOBOK B CEPUM
[ara narorosneHus 12.01.2026
CpoK rogHocTK 12.01.2029

Mpou3BOaCTBO FOTOBOW
nexapcTeeHHON dropMbl

3akphiToe akumoHepHoe obwecTBo «Bepnun-Papmay, Poccna
248926,r. Kanyra, 2-i ABToMmoBunbHLIA Npoeag, 4.5, Poccua

MepsuyHan ynaxkoska

3akpbIToe akumoHepHoe 0bwectso «bepaun-dapmas», Poccns
248926,r. Kanyra, 2-i1 AeTomoOuneHEIA Apoesa, 4.5, Poceus

BropudHas/rioTpebuTenbekan
ynaxKoBka

3aKpelToe akunoHepHoe oblecTeo «bepnun-Papmar, Poceua
248926,r. Kanyra, 2-i AeTomobunieHelA npoean, 4.5, PoccuA

MpouvaeoguTent (BenyckaoLmwi
KOHTPONb Ka4ecTBa)

3akpeIToe akunoHepHoe ofbecTeo ebepnun-dapwmar, Pocona
248926,r. Kanyra, 2-it AeTomoOunLHLIA ApoesA, A.5, Pocoua

Homep ¥ AaTa perncTpaUoHHOro
YOOCTOBEPEHUs

1N-Ne(004061)-(PT-RU) oT 19.12.2023

HavimenoBaHue u apfipec gepxarens
percTpaLUoHHOTO YAOCTOBEPEHIA

BepnuH-Xemu Al, FepmaHus,
Glienicker Weg 125, 12489, Berlin, Germany

HopmarusHasi JoKyMeHTauuA

NN-Ne(004061)-(PT-RU)-060325

HACTOALLMM JOKYMEHTOM Mbl NOATBEPXXOAEM:

- NpPOW3BCACTBO, XpaHEHWEe W KOHTPONb Bbll.l.leyKa3aHH0l7l cepun roToBOW NPOAYKHWK OCyLleCcTBNeHbE 8

COOTBETCTBUN C TPGGOBaHMHMM peleHuA COB

cowo3a»

- Cepus nekapcTeeHHOro npenapara cooT, 3

= -

NA3MACKON IKOHOMUYECKOW komuecun ot 03.11.2018 N

peructpaymm

YnonHomoueHHoe nuuyo  Anekceesa G 06. 02. 7026

CpeseHun ob atTecTayuu

MNpukas MuHsgpaea Poccuy Ne 230 aara

oT 19.03.2021

Crpanvua

3A0 «Bepnun-bapmaxr, 248926, r. Kanyra, 2-i4 ABTOMODUNLHBIA npoesa, J. 5 OTPH: 1027739581968
e-mail; reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501 KMA: 402901001




