BEPJINH-ODAPMA
MEHAPUHHA

MACMOPT Ne 883 — 2026

Me3nm® chopTe, TabneTku, NOKpbITbIe 0GONOYKOMH

Haymerioatine (KOHTYpHanA AYeiKoBan ynakoBka (6nucrep)) 20x1 (nayka kKapToHHanA)
Konuyecteo

Howmep cepun 0750926 notpe6. ynakosok | 73 571
B cepuun

Larta nsrotoBneHus 21.04.2026 lFopeH oo 21.04.2029

lNpou3BoACTBO FOTOBOI NEKapCTBEHHON hopMbI

Bepnux-Xemu Al', FepmaHua

MNepBryHan ynakoBka

3A0 «bepnuH-®apma», Poccus

BtopuuHas / notpebuTtensckas ynakoska

3A0 «bepnuH-dapmar, Poccus

Mpoussogutens (Bbinyckatowwuili KOHTPONb Ka4ecTea)

3A0 «bepnuH-Papmar, Poccusi

AHanus BLINOMHEH No

1N-Ne(001013)-(PT-RU)-310524

Mpu TemMnepaType He Bbille

[ata npoBegeHus

Ycnosua xpaHeHus 21.09.2026 - 28.09.2026
_ P 25°C aHanuaa
Mokasarenu Hopwmbi Pesynbrathl

OnucaHue PosoBble, nnockouMnuHagpudeckne | Po3oBbie,  nnockouMnuHgpwdeckme  Tabnetkw, NOKPLITLIE
TabneTky, nokpbiTbie oBonoykoi ¢ noutH | oBONOYKOA C MOMTM NNOCKONAapannenbHbIMK NOBEPXHOCTAMA 1
nnockonapannensHbIMU NOBEPXHOCTAMM M | CKOLLUEHHBIMW KDOMKaMK, C XapaKTepHLIM 3anaxom.
CKOLLIEHHBIMIA KPOMKaMW, C XapaKTepHbIM
3anaxom.

WaeHTudukauus Mpenapat  aomkeH  obHapyxueaTe | [Mpenapat obHapyXuUBaeT NUNONMTUYECKYIO, aMUNONMTUYECKYID

MaxkpeaTuH NUNOAWTUYECKYID, aMWUNONUTHYECKYIO W | 1 0BLUYID NPOTEONMTUYECKYIO aKTUBHOCTb.

061LLYI0 NPOTEONUTAHECKYI0 aKTUBHOCTb

CpeaHss macca Tabnetku n
OAHOPOAHOCTE MacChl

0.259r%5 %
(0,246 r — 0,272 1)
18/20+5 %

2/20 £ 10 % oT paccyMTaHHOW cpeaHen
Macchbl

0,259r

OT-4%p0+2%

PacnagaemocTb

He 6onee 60 muH

6 MHH

Onpegenexdne akTUBHOCTH:

—  Junonutuueckas 3150 - 7000 E. Ph. Eur. 5122 EQl. Ph. Eur.
aKTUBHOCTL

- AmMunonuTuyeckas 3780 - 7000 EQl. Ph. Eur. 4920 EQ. Ph. Eur.
aKTUBHOCTb

— O6uwas 225 - 500 EQ. Ph. Eur. 447 EQ. Ph. Eur.
NpoOTEONUTUYECKAR
aKTMBHOCTb

MwukpoBuonoruyeckas Karteropus 36

yucToTa:

—  OB6Lwee Y4cno He Gonee 10* KOE B 1 1 (mn) 4,0x 10 KOE B 1 r (mn)
a3pobHbIX
MUKPOOPraHWamMoB

—  OBuyee Yncno He Gonee 102KOE B 1 r (mn) <10KOE B 1 (mn)
APOHOKEBBIX W
nnecHeebIX rpuboe

—  3HTepobakTepwii, He Gonee 10°KOE 8 1 r (mMn) <10 KOE B 11 (Mn)
YCTOWYNBLIX K Ken4m

— Escherichia coli Otcytcreyet 8 1 1 (Mn) Otcyrereyet B 1 1 (Mn)

- Salmonella OrtcytereyeT B 10 1 (M) Ortcytcreyet 8 10 r (mn)

- Staphylococcus aureus | Otcytcteyet 8 11 (mn) Otcytcreyer 8 11 (Mn)

Ynakoexa Mo 20 TabneTok B KOHTYPHOI A4eikosoii | Mo 20 TabneTok B KOHTYPHOR AYelikoBON ynakoske (Bnucrep) us

ynakoeke (6nuctep) ma MBX/N3/MBAX
nnexkn cupmbl  “Tekni-Plex Gallazzi
S.rl" Wranus (unu aHanorudHas) M
thonern antomuHneBoid no MOCTy 745-
2014 (wnu aHanoruyHas).

nexX/nNa3/MNBOX nnenkn cupmbl «Liveo Research GmbH»,
Fepmanua wn donern anioMmuHuesoil  dupmel «SCHULZ
FLEXGROUP GmbH», M'epmanua. Mo 1 Gnuctepy ¢ nucTkom-
BKNajbILLEM B KApTOHHOI navke no MOCTy 33781-2016.
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3A0 «bepnun-®apmanr, 248926, r. Kanyra, 2-in ABToMobuUnbHbIA npoesq, a. 5

e-mail: reception_kaluga@berlin-chemie.com
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BEPJINH-ODAPMA
MEHAPUHHA

MACTIOPT Ne 883 — 2026

Meaum® dopre, TabneTku, NOKPLITLIE 0GONOYKOM

Haumetropatue (koHTYpHan AveikoBas ynakoska (6nucrep)) 20x1 (nayka kapToHHas)
Konuyecteo

Howmep cepuu 0750926 notped. ynakosok | 73 571
B cepuu

[ara nsrorosneHus 21.04.2026 FogeH po 21.04.2029

[MpouaBoAcTBO roToBOW NEKapcTBEHHOW HOPMbI

Bepnun-Xemu AlC, Ml'epmarus

MepBuyHasn ynakoBKa

3A0 «Bepnuu-®apma», Poccus

BropuuHas / norpebutensckas ynakoeka

3A0 «bepnux-dapma», Poccus

MpoussoauTens (BbinyckatoLuii KOHTPONb KavecTsa)

3A0 «Bbepnun-®apma», Poccus

AHanua BLINOMHEH No

JIMN-Ne(001013)~(Pr-RU)-310524

YcnoBusi XxpaHeHUs

MNpu Temnepatype He BbiLLe

fata nposepeHus | 54 09 2026 — 28.09.2026

25°C aHanusa
MNMokasarenu Hopmbi PeaynbTathl

Mo 1 6nucTepy ¢ NMUCTKOM-BKNAAbILLEM B

kapToHHo#i nadke no [OCTy 33781-

2016.

MapkupoBka Ha 6nucrepe Ha pycckom nA3sbike | Ha Gnincrepe Ha pycckom sA3bIKe yKa3aHo:

YyKa3bIBaloOT:

» Toproeoe HanMeHOBaHWe | TOProBoOe HauMeHoBaHKe npenapata «®»
npenapata «®»

»  rpynnupoOBOYHOE HAaUMEHOBaHUE rpPynNNUPOBOYHOE HAWMEHOBaHUe

»  neKkapcTBeHHylo chopmy nekapcreeHHas gopma

»  aKTUBHOCTb aKTUBHOCTb

» HaumeHoBaHue Aepxatens | HauMeHoBaHWe aepXarens PerucTpauuoHHOro YA0CTOBEPEHHRA,
PerucTpaLmMoHHOro YA0CTOBEPEHUA, | CTpaHa
cTpaHy

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

» HOMep cepum 0750926

¥ «ropieH po...» 042029

Ha kapToHHOW nayke Ha pPyCcCKOM
A3kIKe YKA3LIBAIOT:

»

>

HanMeHoBaHWe upmel
NPOU3BOAUTENSA, CTPaHY

HaWMeHOoBaHWe hrpmbi,
OCYLLECTBNAIOWEA  BbiNyCKAKLMIA

KOHTPONb KayecTBa npenapata (B
cnyyae OTNMYMA  OT  (DUPMbI-
NPOV3BOANTENA), CTPaHY

HanMmeHoBaHWe Aepxarens
PerncTPaLmMoHHOro YA0CTOBEPEHMS,
cTpaxy

noroTun «BERLIN-
CHEMIEMENARINI» (Ha natuHuue)
TOoproeoe HanMeHoBaHne

npenapata «®» (Ha pycckom u
AHIMUIACKOM A3LIKE)
rPYNNUPOBOYHOE HaUMEHOBaHKE (Ha
PYCCKOM 1 @HIIMACKOM A3bIKE)
TNeKapcTBEeHHYI0 hopmy

aKTUBHOCTb

konu4yecTso TabneTok B ynakoske

Ha kapToHHO# nayke Ha PYCCKOM A3bIKe YKa3aHo!

HavmeHoBaHwe Cbl"lprl npouwseoaunTena, ctpaHa

HaumeHoBaHve GUPMbl, OCYLECTBNAIOWEN BbINYCKAKOLWiA
KOHTPONb Ka4yecTea npenapara (8 cryyae oTNMYMA OT MUPMbI-
Npou3BOAMTENS), CTpaHa

HaWMeHOBaHWe AEPKATENA PErMCTPALMOHHOIO Y0CTOBEPEHHUS,
cTpaxa

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

TOprosoe HaumeHoeaHwe npenapara «®» (Ha pycckom u
aHrnmuiACKoOM sA3blke)

TPYNNUPOBOYHOE HanMeHOoBaHWe (Ha PYCCKOM W aHrMUACKOM
A3bIKe)
nekapcTeeHHas opma

aKTUBHOCTb

Konu4yecTso TabneTok B ynakoeke
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BEPJ/INH-OAPMA
MEHAPUHNA

MACMOPT Ne 883 - 2026

<

S RS Me3um® chopTre, TabneTku, NOKpbITbie 06ONOYKOM
(KOHTYpHasn a4ekoBan ynakoska (6nuctep)) 20x1 (nauka kapToHHasn)
Konuuecteo
Homep cepuu 0750926 notpeb. ynakosok | 73 571
B CEpum
[lata usrotoBneHus 21.04.2026 loneH ao 21.04.2029
Ipon3BOACTBO rOTOBOW NEKAPCTBEHHON hopMbl BepnvH-Xemu AlT, Ml'epmaHus
MNeperyHas ynakoeka 3A0 «BbepnuH-®apma», Poccus
BropuyHas / noTpebutensckas ynakoBka 3A0 «bepnux-d®apma», Poccusi
MpoussoguTens (Bbinyckatowuit KOHTPONb KayecTsa) 3A0 «bepnun-®apma», Poccus
AHanus seinonHed no | JIM-Ne(001013)-(Pr-RU)-310524
€ He BblLL
YCrIOBUS XpaHEHUS I'Ipti Temneparyp e [Data npoBepexns 21.09.2026 — 28.09.2026
25°C aHanusa
MNokazarenwu Hopmbi PesynbTtathl
»  copepxaHue AeicTeylowero | cogepxaHue 4eiCTBYIOWEro BELECTBA C yKasaHUem
BellecTea c ykasaHuem | hepMeHTaTUBHOW aKTMBHOCTM B 0gHOI TabneTke
thepMeHTaTUBHOW aKTUBHOCTU B
OAHOIA TabneTke
> «Copepxut rpacutens asopybun | «CogepxuT kpacutens asopybuH (E122)»
(E122)»
»  cnocob npuMeHeHuA cnocof npumeHeHus
» YCNoBuA XpaHeHnAa YCNOBUA XpaHeHnAa
> «lepep npumeHeHnem | «Mepep NpUMeHeHWEM 03HAKOMBLTECH C TUCTKOM-BKNAAbILLEMY
03HaKOMbTECH c NUCTKOM-
BKNaasiwem»
» «XpaHuTb B HeAOoCTYNHOM AnA | «XpaHWTb B HEAOCTYNHOM ANSA AeTei mecrel»
peteil mecrel»
»  «ynyywaet nuuieBapeHue» «ynyyLwaeT nuesapeHne»
»  «KOMNEHCWPYET HeAOCTaTOYHOCTb | «KOMNEHCUPYET HeAOCTaTOUHOCTb (YHKLNIA NOAMENYA0HON
PYHKUNIA NOAKENYAO0UHON Xenesbl» | xenesb»
> ycnoewa oTnycka YCNOBWA OTNyCKa
» jaTty npowasojcrea 042026
¥ «ropeH ao» 042029
» HOMep cepum 0750926
»  LUTPUX-KOA LITPUX-KOA,
MpumevaHue: Ha NPON3BOACTBEHHYIO MpumMeyaHue: Ha NPOU3BOACTBEHHYIO YNaKOBKY
YNaKOBKY MOMYT HAHOCHTLCS:
> NPOM3BOACTBEHHbLIE KOALI HaHeCeHbl NPOM3BOACTEEHHBIE KOAL!
»  KOHTPOSb NEPBOro BCKPLITUA HE HaHeCeHa 3TUKETKa KOHTPONk NepBoro BCKPLITUA
¥» cpeacTtBa waeHTUDMKALUK HaHeceHbl CpeACTBA WMAEHTUDMKALMW CUCTEMbI MOHWTOPUHIa
CUCTEMbB! MOHWUTOPWHIa ABUXEHWA ABWMEHWA NEKAPCTBEHHBIX NpenapaTos
NekapcTBeHHbIX Npenaparos.
CpoK ropHOCTM =t z 3ropa
il Fog Gﬁ* %%ﬁ"\. oA
f'fq\)\‘; - _\\-U'C%\
3aknoveH ue:/‘o /@TBETCTBYeT e oBaHuam HJ IM-Ne(001013)-(Pr-RU)-310524 no Bcem nokasaTensam.
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BEPJINH-®APMA
MEHAPUHHA

NOATBEPXAEHUE COOTBETCTBUA

Ne 883 — 2026
ToproBoe HaumeHoBaHue Me3um® dhopre
MexayHaponHoe HenaTeHTOBaHHOoe
MaHkpeaTuH

HanmMeHoBaHwe

TabneTku, MOKpbITbie OBONOYKON (KOHTYpHasi SAYeikoBas Ynakoska

9PMA BES (6nuctep)) 20x1 (nayka kapToHHas)

Howmep cepumn 0750926

Konuuectso notpeburenbckux 73 571

yMnaKkoBOK B cepuu

[ata uarotoBneHus 21.04.2026

Cpok rogHocTy 21.04.2029

Mpou3sBoACTBO roTOBO Bepnux-Xemu AT, Fepmanus,

neKapcTBEHHO (opmbl Temnenbxochep Ber 83, 12347, bepnuH, Mepmanusi

3A0 «bepnun-dapmay,

Mepe L2
CREVHIES YHARCENE 248926 r. Kanyra, 2-i ABTomMmoBuNbHLIA Npoeaa, 4. 5, Poccua

BropuuHas/notpebutenbckas 3AO «Bepnux-dapmay,
ynakoBka 248926 r. Kanyra, 2-in ABTomoBuneHein npoesa, 4. 5, Poccus
Mpoussoautens (BoinyckatoLiuii 3AO «BepnuH-dapmay,
KOHTPOIb KavecTsa) 248926 r. Kanyra, 2-i ABToMOBURbHBIN nipoess, A. 5, Poccust

Homep v garta perucTpaLmoHHOro

YAOCTOBEPEHUS NM-Ne(001013)-(PT-RU) ot 14.07.2022

HaumeHosaHue n agpec gepxarena | 3A0 «bepnux-®apmar, Poccus
perucTpauoHHOro yaoctTosepeHus 248926 r. Kanyra, 2-# ABToMoBUnbHbIA Npoean, 4. 5

HopmatusHas pokymeHTaums JIN-Ne(001013)-(PT-RU)-310524

HACTOALLKMM NOKYMEHTOM Mbl NOATBEPXOAEM:

- MPOM3BOACTBO, XpaHEHWE ¥ KOHTPONb BbILIEYKA3AHHOA CEepuM roTOBOW NMPOAYKUMM OCYLIECTBNEHLI B
COOTBETCTBUK C TpebBoBaHUAMMU peLleHus Co;e;a@aiﬁ&a@m&om aKoHoMUYeckoii komuccum ot 03.11.2016
N 77 «O6 vyreepxaeHun [pasun ailen BOJCTBEHHOW npakTukn EBpa3swniickoro
9KOHOMWYECKOTrO COl03ax» F i
- cepus nekapcTBeHHOro npenapara coome'é:;(q,}'ﬁ TpeboBaH

'YCT@HOBMEHHbIM NpW €ro perucTpavunu.

iw "H'H) Q‘ e
12\ \ Moty |
YnonHomoueHHoe nuuo  MutpylukuHa U.CY% )\ ”f-t“:m /&> 7 P
Ceegennn of atTectauyun \\: i e L 3'“/.) p‘g 17@2(61
Kanyra s [ z
Mpukas MuHsapasa Poccuu Ne 1209 =" nopnucs aara

oT 29.12.2021
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