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BEPJINH-ODAPMA
MEHAPUHMA

MACMNOPT Ne 289- 2025

HaunmeHoBaHue Mpoctamon® YHo, kancynei, 320 mr (6nuctep) 15x2 (nauka kapToHHas)
Homep cepuu 0060325 Konuiectso notped. | 75 575

yNakoBOK B cepum
[lata nsrotorneHus 29.09.2024 lopeH po 29.09.2027

[MponsBoacTBO roToBOK NekapcTBeHHON (hopMbI

KaraneHt l'epmatus 36epbax Mmb6X, MepmaHus

MepBuryHan ynakoeka

3A0 «bepnuH-Papmay», Poccus

BropuyHast / notpebutenbckas ynakoska

3A0 «bepnuH-dapmay, Poccus

MpousBoguTens (BbinyckaiolLnii KOHTPOSb KaYecTea)

3A0 «bepnuH-Papman, Poccust

AHanua BeINOMNHEH no

HAO M N012255/01-101123

YcnoBus xpaHeHus

Mpu Temnepatype He Bbiwwe

[arta npoeegeHnus

02.04.2025 - 09.04.2025

30°C aHanusa
MNokazaTtenu Hopmbi Pe3ynbTathl

Onucanue OeanbHble MArkue XenaTWHOBBIE Kancynbl CO | OBanbHbIe MATKME XeNnaTWHOBLIE Kancynkl CO CBETO-
CBETOHENPOHULAEMOR ABYXLBETHOW KpacHO- | HeNpOHWLAEMON ABYXLBETHON KpacHo-YepHoi 06o-
yepHoil 06oNoYKON. TIOYKOIA.
Codepxumoe Kancysbi: Colepxumoe Karncyist:
MacnaHUCTas MXUAKOCTb OT KOPWYHEBOrO A0 | MACNAHUCTARA XUAKOCTL 3eNeHOBaTO-KOPUYHEBOro
HEMTOBATO-KOPUYHEBOrO  MNM  3eneHoBaTo- | useTa.
KOPUYHEBOro LBeTA.

MoanwHHOCTB

— Manbmbl nonsyyeit nnopos
3KCTPaKT

— JlaypuHoBas kucnora

Monockl (30Hbl abcopbuwu) B-amupwHa u B-
CWUTOCTEPWMHA Ha Xpomarorpamme WCNbITYEMOro
pacteopa no Ry, v UBETY AOMKXHLI COOTBETCTBO-
BaTth nosocam (3oHam abcopbuum) Ha xpomaTo-
rpaMme CTaHAapTHbIX PacTBOPOB.

Bpema yaepxvBahus meTUnosoro acupa nay-
PVHOBOI KMCNOTHI Ha XpoOMAaTorpamMe UCNbITY-
€MOro pacTeopa JOMKHO COOTBETCTBOBAThL Bpe-
MEHW yaepuBaHusa meTunoeoro acupa naypu-
HOBOW KWCNOTbl Ha XpOMAaTorpamMme CTaHAapT-
HOro pacTeopa.

Monocsl (30HL) abcopbuwnu) B-amupuHa u B-
CUTOCTEpMHA Ha XpOMaTorpaMme UCNbITYeMoro
pacTteopa no Ry 1 UBETY COOTBETCTBYIOT Nonocam
(3oHam abcopBuun) Ha xpomaTorpamme CraH-
AapTHbIX pacTeopoB.

Bpems yaepxuBaHna METUNOBOro acbupa naypu-
HOBOWM KWCNOTB! HA XPOMAaTOrpaMMe WCMbITYEMOro
pacTBopa COOTBETCTBYET BpEMEHU YAEPKUBAHNA
METUNOBOro achupa NaypuHOBOW KMCNOTEI Ha Xpo-
mMartorpamme CTaHAapTHOrO pacTeopa.

OAHOPOAHOCTE MACChI

18/20+7,5 %

2/20 £ 15 % oOT paccuuTaHHOl cpegHei Macce
COAEPKUMOro Kancynbl

O1-22%p0+09%

PacnagaemocTb

He 6onee 30 muH

13 mMuH
MepokcuaHoe Ynucno He Gonee 5 1
Mukpobuonoruyeckas uucrora:
— obwee wuucno aspobHeix | He Gonee 10¢ KOE/r < 100 KOE/r
MVKpPOOPraHMaMos
— obuwee yncno apoxckesbix u | He Gonee 10° KOE /r < 100 KOE/r
nnecHesbIX rpubos
~ aHTepobakTepwii, ycTonuM- | He Gonee 102 KOE/r < 10 KOE/r
BbIX K Xenuu

— Escherichia coli
— Salmonelia
- Staphylococcus aureus

OtcyrcTeue B 11
Otcytctene B 101
OtcyTcTBME B 1T

OtcyrcreyerB 11
OtcytcteyerB 10T
OtcytetByeTB 11

KonuyecteeHHoe onpeaeneHue:

— SKCTPaKT NMOAOB nanbMbl
nonay4yei (pacCYmTaHHBbII
no MapKkepHoMy BellecTsy
naypuHoBas kucnora)

Ot 273,60 mr go 336,00 mr akcTpakTa nnoAos
nanemel nonaydei B 1 kancyne (85,5 % - 105,0
% oT 3asBneHHoro cogepxanus (320 mr))

311,78 mr (97,4 %)
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BEPJINH-®APMA
MEHAPUHHA

MACIOPT Ne 289- 2025

HaumeHoBaHue MpocTtamon® YHo, kancynbl, 320 Mr (6niuctep) 15x2 (nauka KapToHHas)
Homep cepuy 0060325 Konuuecteo notpe6. | 73 575

ynakoBOK B cepuu
[aTa narotoBnexHus 29.09.2024 logeH oo 29.09.2027

[Mpou3BOACTBO rOTOBOI NEKapCTBEHHON hopMEI KataneHT Nepmanusa 36epbax (M6X, MepmaHua

MeperyHas ynakoeka 3A0 «Bepnun-®apmar, Poccus

BropuuHas / notpebuTensckasn ynakoska 3A0 «BepnuH-bapmay, Poccus

MpoussoauTens (BbINycKatoLLMii KOHTPOMb KaYecTsa) 3A0 «bepnuH-®apmay, Poccus

AHanus BbINOMHEH No HA M N012255/01-101123

Mpu Temnepatype He BoiWe | [lata npoBeAeHUS

Ycnosus XpaHeHwus

30°C

aHanusa

02.04.2025 - 09.04.2025

Mokazarenu

Hopmbi

PesynbTathi

— naypuHoBas kucnota (aHa-
NUTUYECKUIA Mapkep)

He meHee 70,0 Mr naypwHOBOM KMCNOTLI B 1
Kancyne

92,6 mr

Ynakoska Mo 15 kancyn B8 Gnuctep (NBX/MNBOX/donera | Mo 15 kancyn B 6nuctep (NBX/MBOX/chonera anio-
anioMuHNeBas). MuHWeBasn).
Mo 2 Bnuctepa ¢ WUHCT “PYKU.VIEE no npumeHeHuio | Mo 2 Bnuctepa ¢ WHCTPYKUMER NO NPUMEHEHUIO
npenapata B KapTOHHOMW navke. npenaparta 8 kapTOHHOM nauke.

MapkupoBka Ha Bnucrepe Ha pyccKOM fidbiKe YKA3bIBAIOT: Ha 6nuctepe npucyTcTBYeT HaONMUCH:

»  TOproBoe HaumeHoBaHue npenapara®
> norotun  «BERLIN-CHEMIE/MENARINI»

{Ha naTuHuLe

» rpynNMpoBOYHOE HauMeHoBaHue

> A03UPOBKY

> nekapcTBeHHyo hopmy

> HOMep cepun

» «rofeH fo...»

Mpumeuanue:

Ha  NPOW3BOACTBEHHYD  YNakoBKY  MOMyT
HaHOCUTLCA:

> HEBWAWMbIE 3HAKW 3aLUUTbI

Ha xapTOHHOW nayke Ha PYCCKOM A3bike
yKaskIBaloT:

» HaumeHoBaHue UPMEI-NPOM3BOANTENS,

cTpany
» HaumeHoBaHue thnpmel,
ocyLecTensAloLe BLINYCKAOLLMIA

KOHTPONb Ka4YecTBa, CTpaHy
norotun  «BERLIN-CHEMIE/MENARINI»
(Ha naTuHuue)

TOpProBoe HaumeHoBaHwe npenapara®

Y

neKkapcTBeHHYK hopmy
KONMYECTBO Kancyn B yNakoBke
«[nA npuema BHYTPb»

«[loaupoeka: no 1 Kancyne B CyTKNU»

Y ¥V ¥V ¥V V¥V ¥

coaepxaHue AeiicTaylolero sewecTea B
ogHoii kancyne

» rpynnNnpoeovHOE HauMeHOBaHWe

TOProBOE HaMmMeHoBaHue npenaparta ®

norotun «BERLIN-CHEMIE/MENARINI»  (Ha

natuHuLe) ’
rPYNNMPOBOYHOE HAaUMEHOBaHWE

B,03UpOBKA
nekapcTeeHHas opma
0060325

092027

Mpumeyanue:
Ha npOHSBO,qCTBEHHYECI YNakoBKy

HE HaHeCeHb! HEBUANMBIE 3HAKK 3aLUUTHI
Ha kapToHHO#t Nayke NPUCYTCTBYET HAAMUCh:

HauMeHoBaHue hupMbI-NPOU3BOAMUTENS, CTpaHa

HaumeHoBaHue (MPMbl, OCYLLECTBNAKLWEN Bbl-
NYCKAIOLLWA KOHTPONE KA4ECTBa, CTpaHa

noroTun
natuHuue)

TOpProBoe HaMmeHoBaHwe npenaparta ®

«BERLIN-CHEMIE/MENARINI» (Ha

nexkapcTBeHHaA dyopmMa
KONMMYECTBO Kancyn B ynakoBke
«[na npuema BHYTPb»
«[oanpoeka: no 1 kancyne B CyTKN»

COAEPKaHMe AeiCTBYIOLLEro BewecTsa B O4HOIA
Kkancyne

rPyNNUpPOBOYHOE HAMMEHOBaHKE
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BEPJIUH-OAPMA
MEHAPHUHU

MACHMOPT Ne 289- 2025

HaumeHoBaHwe Npoctamon® Yxo, kancynbi, 320 mr (6nucTtep) 15x2 (nauka kKapToHHas)
Homep cepuu 0060325 Konuyectso notpeS. | 75 gog

ynakoBoOK B cepuu
[ara nsrotoBneHns 29.09,2024 lopeH po 29.09.2027

MNpowsBofCcTBO rOTOBOM NeKapcTBEHHOW HopMbI Karanent l'epmanus 36epbax Tm6X, Mepmanus

MNepeuryHas ynakoeka 3A0 «bepnux-®apma», Poccus

BropuyHas / noTpebuTtenbckas ynakoska 3A0 «BepnuH-dapma», Poccus

MNpoussogutens (Bbinyckarowuii KOHTPONb KAYeCcTEa) 3A0 «bepnun-®apma», Poccus

AHanus BbINONHEH No HA M N012255/01-101123

1 TemnepaTtype He Bbill
YCnoBYS XpaHeHUs Ly paType He Builue | MRS NIPURESEBAS 02.04.2025 — 09.04.2025
30°C aHanuaa
MokasaTenu Hopmbi PesynbTtatb!
»  DO3UPOBKY AO3MPOBKa
YCMNOBWA XpaHeHnA YCNOBWUSA XpaHeHus
«Cobniogate WHCTPYKUMIO no | «Cobniogarte WHCTPYKLWIO MO NPUMEHEHUIO Npe-
NPUMEHEHWIO npenapara, KoTOpas naparta, KoTopas HaxoanTCcA BHYTPW YNaKOBKU»

HaxX0ANTCA BHYTPWU yNaKkoBKU»

» «JlekapcTBeHHOE CPEACTBO XpaHuTe B | «JleKapCTBEHHOE CPeAcTBO XpPaHUTL B HEJOCTYN-
HEAOCTYNHOM ANsa AeTeil mecrel» HOM AnA aeTei mectel»

B pPerncTpaunoHHeI Homep perucTpaunoHHbIR HOMEp

> YCRoBus oTnycka YCNOBUA OTnycka

»  HOMep cepuu 0060325

®  BAaTy U3roToBneHns 092024

»  «rofeH fo...» 092027

> LITPUX-KOA, LUTPUX-KOA

» «Cpeacteo ANs

npegcTaTensHOM Xeneabi»
MpumeyaHue: HA NPOU3BOACTBEHHYIO YNAKOBKY
MOFYT HAHOCUTLCA

nevenna | «CpeacTso ANA NEYeHWs NpeacTaTenbHoR Xene-
3bin

MpumeyaHue: Ha NPOU3BOACTBEHHYIO YNakKoBKy

» HEBUAMMBIE 3HAKU 3ALUNTHI
» NPON3BOACTBEHHbLIE KOAbI

» STUKETKA KOHTPONA NEPBOro BCKPBITUA

HE HaHeCeHbl HeBUAWMbBIE 3HAKKN 3aLUUThI
HaHeceHbl NPOU3BOACTBEHHBIE KOA4bI

HE HaHeceHa 3TUKeTKa KOHTPONA NePBOro BCKPbI-
™A

> cpeacTBa MAEHTU(UKALMKM  CUCTEMBI HaHeceHbl cpeacTBa I.mEHTHEmeaLmH CUCTEMBI
MOHUTOPWHIa ABWXEHWA NeKapCcTBEHHbIX MOHWTOPMWHIA ABUHEHWA NEKAPCTBEHHBIX Npena-
npenaparTos paToB
Cpok rogHOCTH L = 3roga
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BEPJINH-DAPMA
MEHAPUHMU

NOATBEPXXAEHUE COOTBETCTBUA
Ne 289 — 2025

Toprosoe HaumeHoBaHue Mpocramon® Yho

Me)I(JZIYHEIDOAHOG HENaTreHToBaHHOE

ManbMbl NON3y4eit NIOA0B AKCTPaKT

HavmeHoBaHwne

dopma BeInycKa Kkancynbl, 320 mr (6nucrep) 15x2 (navyka KapToHHas)
Homep cepuu 0060325

Konuyecteo notpebutenbckux 73 575

yNaKkoBOK B cepui

[ata narotoBneHus 29.09.2024

Cpok rogHocTH 29.09.2027

Mpou3soACTBO roToBOW KataneHT Mepmanus 36epbax MMEX, Fepmanus
nekapcTBeHHO| hopMbl Gammelsbacher Str. 2 69412 Eberbach, Germany

MNepBuyHan ynakoska

3A0 «bepnuH-®apmar», Poccus
248926, Kanyxckas obn., r. Kanyra, 2-it AsTomobuneHsbIli npoesg, 4. 5

Bropuinas/notpebutensckas 3A0 «Bbepnun-dapma», Poccus
ynaxkoBka 248926, Kanyxckas o6n., r. Kanyra, 2-it ABTomoBunbHbIi npoesg, 4. 5
MpoussoauTensb (Beinyckatowmii 3AO «BepnuH-dapma», Poccus
KOHTPOMNb KayecTea) 248926, Kanyxckas obn., r. Kanyra, 2-it ABToMmobuneHblii npoesg, a. 5

Homep 1 parta peructpalnoHHOro [1N012255/01 ot 29.12.2010
yAOCTOBEPEHUA [lara nepeochopmnenus 10.11.2023

HaumexoBaHue u agpec aepxarena | 3A0 «bepnuH-dapmayr, Poccus
perncTpaymoHHOro ya0oCcToBepeHns 248926 Kanyxckas obnacts, r. Kanyra, 2-i1 AsTomobunbHbelil npoesg, 4. 5

HopmaTueHasa gokymeHTauus M N012255/01-101123.

HACTOALKMM OQOKYMEHTOM Mbl NOATBEPXOAEM:

YnonHoMmoueHHoe nuuo  Kartaesa E.M. ’ w i sl
CeeaeHus 06 aTTecTaumu s p o
MNpuka3s Muxsgpasa Poccum Ne 230 v, (MHECTEs”
oT 19.03.2021 RN e~

NPOW3BOACTBO, XPaHEHWe W KOHTPOMb BbILUEYKa3aHHOW Cepun FOTOBOW MPOAYKUMKA OCYLEeCTBMEHbl B
cooTtBeTcTBUM ¢ TpebosaHuamu npukasza MuHnpomTtopra Poccum oT 14 uiona 2013 r. N 916 «[llpasuna
Hapnexauleidi NnpousBOACTBEHHOW npakTuku» (B ped. oT 18.12.2015) u pewenuna Coseta EBpasuiickoi
3KOHOMUYEecKon komuccuu ot 03.11.2016 N 77 «06 yraepxlgqeﬂnu Mpasun Hapgnexawein NPponsBoaCTBEHHOM
npakTuku EBpasnuicKoro 3KOHOMUYECKOrO COK3aN !

Cepua  nekapcTBEHHOro npenapara cpmae'rcmyeT rpeﬁoaal-mm YCTaHOBMEHHLIM  MpU  €ero
rocyapcTBEHHO perucTpayum /
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