BEPJINH-ODAPMA
MEHAPUHU

MACMOPT Ne 307 — 2022

Kypam'un@ N 25, TabneTku noKpbITbie NNEHOYHOH 060mno4Kon, 25 mr

HEMEHoEa = ¢pnakon (120 x 1) nauka KapTOHHaA
Konuuecteo
Homep cepun 0080422 notpeb. ynakoeok | 21 298
B cepuu
[ata narotoBneHus 02.03.2022 logeH ao 02.03.2025

[pOn3BOACTBO roTOBOW NEKapCTBEHHOR (hopMbl

3A0 «bepnuH-dapma», Poccus

MepBuyHan ynakoeka

3A0 «bepnuH-Papma», Poccus

BropuuHas / noTpebutensckas ynakoska

3A0 «bepnuu-Papmay, Poccusa

MpounasoauTens (BuinycKawLuuii KOKTPONb KayecTea)

3A0 «bepnun-Papmay, Poccus

AHanu3 BbINONHEH no

HO M N013897/01-300321

Ycnosusi xpaHeHus

Mpu TemnepaType He Bbille

Aata npoBeAeHNs | o 04.2022 — 13.04.2022

25°C aHanusa
Mokazatenu Hopmbl PesynbTathl

OnucaHune Kpyrnele Tabnetkv | Kpyrnele Tabnetkm nnockoUMNUHApPUYECcKol hbopMbl, NOKPLITHIE
NAOCKOLWAUHAPUYECKOKH dopMbl, | NNeHouHoih  0BONOYKOA  %enToro  uUBeTa €  MOYTH
NOKPLITLIE NNEeHOYHOMK obonoykoii nnockonapannenbHelMW NOBEPXHOCTAMM.
KENTOro ugeTa c nouTH
nnockonapannensHsIM1
NOBEPXHOCTAMM.

MoanNUHHOCTE

- B3XX (oaHoBpeMeHHO
¢ KonuyecTBeHHBIM
onpegeneHuem)

- TCX

BpeMa YAEpXUBAHWA OCHOBHOMO NMKa
Ha  XpoOMaTtorpamme  WCMLITYEMOro
pacrTeopa AOMKHO COOTBETCTBOBATL
BPEMEHN YAEPKMBAHNA OCHOBHOTO NUKa
Ha  XpomaTtorpamMme  CTaHAapTHOTO
pacTeopa gunupugamona.

Ha  xpomaTorpamme  WUCNbITYEMOro
pacteopa Hag CTapTOBLIM MATHOM a
AOMKXHO OGHapYXMBAaTbCA NATHO, Mo

Bpems yAepX1BaHWs OCHOBHOIO NUKa Ha XxpoMmarorpamMmme
MCNbITYEMOro pacTeopa COOTBETCTBYET BPEMEHU YAESPKNBAHUA
OCHOBHOTO MWKa Ha XpOMAaTOrpaMMe CTaHAAPTHOro PacTeopa
Aunupuaamona.

Ha xpomaTorpamme MCnbITYEMOro pacteopa Haj CTapToBbIM
NATHOM a 0GHAPYXKUBAETCA NATHO, N0 PACAONOKEHWIO, PasMEpy
W NHTEHCUBHOCTKW COOTBETCTBYIOLLEE OCHOBHOMY NATHY Haj

PAacnonoXeHuio, pasmepy M | cTapToBLIM NATHOM b Ha XpomaTorpamme CTaHAAPTHOMO
MHTEHCUBHOCTU COOTBETCTBYKOLEE | pacTBOpa AWNUPKUAAMona.
OCHOBHOMY MATHY Haj CTapTOBbLIM
nATHOM b Ha  xpomartorpamme
cTaHAapTHoro pacteopa
Annupuaamona.
CpeaHas macca:
132mMr£7,5% 130 mr
(122 mr — 142 wr)

OaHopoAHOCTL Maccel 18/20+£ 7,5 % Or-26%p0+25%
212015 % -

PacrteopeHtue He meHee 75 % (Q) punupuaamona | 97 %
yepea 15 MHMH OT 3asBNEHHOro
CofepXaHusa.

PopcTeeHHbIe MpuMech

— Jloban egnHUYHaR He Gonee 0,2 % 0,1%

HenageHTuduuMpoBaHHan
npumece

— Cywmma npumeceii He Gonee 1,5 % 0,1%

OgHopogHOCTL Mapametp npuemnemoctu ana 10 | 4,0

JoaupoeaHua eAnHUL Ao3upoBaHua < 15,0;

Mapametp npuemnemoctn ansa 30
eAnHuy aoauposaHuAa < 15,0 n HM ogHa
M3 EAVHWL A03MPOBAHNA He MeHee 0,75
M u He Gonee 1,25 M.

Ctpanuua 1 ua 4

3A0 «beprninH-®apmar, 248926, r. Kanyra, 2-n ABToMobunbHbIi npoesn, a. 5

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

OIrPH: 1027739581968
WHH: 7714033558
Krr: 402901001




' BEPJIMH-®APMA
MEHAPUHUA

MACIMOPT Ne 307 - 2022

K;irparrn.u'l® N 25, TabneTku NOKPbITbIE NNEHOYHOW 06GONOYKON, 25 Mr

Haumetosarve ¢pnaxon (120 x 1) nayka KapToHHas
Konuuecteo
Homep cepun 0080422 notpeb. ynakoeok | 21 298
B cepuu
[ata unsrotoBneHus 02.03.2022 logeH go 02.03.2025

[Mpon3soacTBO roTOBON NEKapcTBEHHOW hopMbl

3A0 «bepnuH-®apmay, Poccus

MepeuyHas ynakoeka

3A0 «bepnun-®apma», Poccus

BropuuHas / notpebutensckas ynakoska

3A0 «bepnun-dapma», Poccus

lMpoussoauTens (Bbinyckaloluniti KOHTPOSb Ka4yecTea)

3A0 «bepnuH-Papmay, Poccus

AHanws BbINOMHEH NO

HA M N013897/01-300321

Ycnosus xpaHeHus

Mpwv TemnepaType He BbilLe

Rara nposeaexst | g6 04 2022 — 13.04.2022

25°C aHanuaa
MNokasarenu Hopmbli Pe3aynbTathbl
Mukpobuonoruyeckas Kareropua 3A
4ucToTa:
—  O6wee uncno He 6onee 10° KOE B 1 r (mn) <10KOE B 11 (mn)

aapobHbix GakTepwuii
— Obwee uncno rpubos

— Escherichia coli

He 6onee 10°KOE & 1 r (Mn)

Orcyterayet e 1 1 (mMn)

<10KOEsB 11 (Mn)

Ortcyrecreyet B 1 r (mn)

KonuuecteexHoe Ot 23,8 mr ao 26,3 mr gunupugamona 8 | 24,3 mr

onpeaeneHue TabneTtke
{or 95 % po 105 % ot 3aseneHHoro | 97 %
cofepanus).

Ynakoeka Mo 120 TabneTok NoKpbITbIX NneHoyHon | Mo 120 TabneTok nNOKPLITLIX NNeHoyHoil oBonouykol BO
obonoukoii Bo bnakoHbl GecuseTHoro | chnakoHsl BECUBETHOrO CTekna ¢ HOMWHANBHOW eMKOcTelo 30
cTekna ¢ HOMWHanbHol emkocTelo 30 | mn, 3aKkpbiBalOWMECA NONUITUNEHOBON LWTENCENLHOR NpoBkoi-
M7, 3aKpbIBAOWMECA NONUITUNEHOBOW | aMOPTU3aTOPOM.
wrencensHoi npobkoii-amopTusatopom. | Mo 1 cnakoHy BMecCTE ¢ MHCTpyKUMEH MO NPUMEHEHWO
Mo 1 cnakoHy BMECTe ¢ WHCTPyKUMei# | npenapata B KApTOHHOI nauvke.
no  nNpMMeHeHWi0o  npenapata B
KaPTOHHOI nadke.

MapkupoBka Ha aTtuketke chnakoHa Ha pycckoMm | Ha atukeTke (hnakoHa NPUCYTCTBYET HAAMNMUCH:

A3bIKE YKa3bIBaIOT:
» norotun «BERLIN-
CHEMIE/MENARINI» (Ha natusuue)

» Toproeoe HauMeHoBaHue
npenapara

MeXxayHapogHoe HenaTeHToBaHHoe
HauMmeHoBaHue

ZL03MPOBKY
Konn4yecTeo TabneTok B ynakoeke

Y

nekapcTeeHHyio hopmy
cnocob npuMeHeHus

vV VvV ¥V ¥V VY

cojepxaHuve p.eﬁcr BYylOLWlero
BelyecTea B ogHow TabneTtke

»  YCNOBMA XpaHEeHWs
» «Cobnogate NPUNOXEHHYIO
MHCTDYKLUWIO MO MPUMEHEHUIO

npenapara»

» «llekapcTBeHHOE CPEACTBO XPAHUTL
B HEAOCTYNHOM ANA AeTeil mecte!»

»  HOMep cepum

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

TOProBOe HaumMeHoBaHWe npenapara®

MeXJyHapoaHoe HenaTeHToOBaHHOE HanMeHoBaHWe

L031NpoBKa
KONWYeCcTBeo T35HETOK B YNakoBKe
nekapcTeeHHas copma

cnocob npuMeHeHus

coAepxKaHue AeiicTBYIOLLIero BelecTsa B ofgHol TabneTke

ycnoBwa XpaHeHus

«Cobniogate NPUNOMEHHYID WHCTPYKUMIO MO NPUMEHEHUKO
npenapara»

«JlekapcTeeHHOE CPeACcTBO XPaHUTL B HEAOCTYNHOM ANA AeTei
mecrel»
0080422

CrtpaHuua 2 u3 4

3A0 «bepnuH-®apmay, 248926, r. Kanyra, 2-it ABTOMOGUNbHBIA npoesa, a. 5

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

OlPH: 1027739581968
WMHH: 7714033558
Krn: 402901001




' BEP/IUH-OAPMA
| MEHAPWUHM

MACIMOPT Ne 307 — 2022

® % -
JNIETKWU NOK Y4
e Kypautun™ N 25, Ta6 OKPLITLIE NIeHOYHOW 060MoYKoH, 25 Mr
chnakon (120 x 1) nayka KapToOHHaA
Konuyectso
Howmep cepum 0080422 notpeb. ynakoeok | 21 298
B cepuu
[ara narotoeneHus 02.03.2022 lopeH Ao 02.03.2025
lNpou3BOACTEO FOTOROI NEKAPCTBEHHOW (hOopMbI 3A0 «bepnun-dbapmay, Poccus
MNepBuyHas ynakoeka 3A0 «Bbepnun-dbapmar, Poccus
BropuyHas / notpebutenbckas ynakoBka 3A0 «bepnuH-®apmayr, Poccus
MpoussoguTens (Bbinyckatolwuil KOHTPONb Ka4ecTBa) 3A0 «bepnuH-®apmar, Poccus
AHanus eeinonsed no | HA M N013897/01-300321
€ He Bbil
YCOBMS XpaHEHNS I'Ipb: Temneparype He Bbilue Aata nposefeHus | ga o 4.2022 — 13.04.2022
25°C aHanusa
Mokasarenu Hopmbi PesynbTaThl
»  party WaroToBneHuA 032022
»  «rOf\eH AO:» 032025
Mpumeyanne: Mpumeyanue:
Ha MPOW3BOACTBEHHYIO YNaKOBKY MOFYT | Ha NPOM3BOACTBEHHYK YNaKOBKY
HaHOCHUTLCA:
»  HeBWAWMBIE 3HAKV 3aLUMTbI HaHeCeHb! HEBUAVMbIE 3HAKN 3aLUTLI
»  NPOU3BOACTBEHHBIE KOAbI HaHeceHbl NPOW3BOACTBEHHbIE KOAbI
Ha kapToHHOW nauyke Ha pycckom | Ha KapTOHHOI Mavke NPUCYTCTBYET HAAMUCK:
A3blKe YKa3kLIBaIoT:
» HaumeHoBaHue dupmMel- | HaumeHoBaHue chMpMbl NPOU3BOANTENS, CTPaHa
NpoU3BOAUTENS, CTPaHY
» HauMeHOBaHue upmel, | -
OCYLLECTBNAKLLEA  BbINYCKAOLWMA
KOHTPONb KayecTsa, cTpaHy (B
cnyyae  OTNMYMA  OT  (DUpMBI-
npowussoguTens)
»  noroTtun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI»
naTuHuue)
» TOproBoe HauMEHOBaHWe | TOproBoe HauMeHoBaHue npenapara®
npenaparta ‘“®
>  MexAyHapoAHOe HenaTeHTOBaHHOE | MEXAYHAPOAHOE HENATEHTOBAHHOE HauMeHoBaHue
HauMmeHoBaHue
>  AO3UPOBKY AO3NpOBKA
» nekapctBeHHylo chopmy nexkapcTeeHHan copma
» KonuyecTso TabneTok B ynakoeke KonuyecTeo TabneTok B ynakoeke
» coaepxaHue AeicTeylollero | copepxaHue feicTBYIOWEro BeWecTsa B 04Hoii TabneTke
BellecTea B ogHoi TabneTke
»  YCnoBWA XpaHeHus YCNOBUSA XpaHeHNs
» «CobnogaTb WNHCTPYKLMIO «Cobniopate WHCTPYKUMIO N0 NPUMEHEHWID npenapara,
NpUMEHeHWI0 npenaparta, KOTOPas | KOTOPas HAXOAMTCA BHYTPM YNaKoBKu»
HaxXOAWTCA BHYTPYU YNaKOBKN»
»  «JlexapcTBeHHOE CPeACTBO XpaHuTh | «JlekapcTBEHHOE CPeACTBO XPaHUTh B HEAOCTYNHOM ANA AeTei
B HEOCTYNHOM AnA AeTei mecre!» mecTte!»
»  perncTpauvoHHbIi Homep PEerncTpaunoHHblil Homep
» YCNOBWA OTNYCKa yCcnoeua oTnycka
» Homep cepum 0080422
¥ ATy WaroToBNeHus 032022
CrpaHuua 3 u3 4
3A0 «bepnuH-Papmar, 248926, r. Kanyra, 2-i1 ABTOMo6UNbHBIA Npoesa, a. 5 OIPH: 1027739581968

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

NHH: 7714033558
KMr: 402901001




| BEPJIMH-®APMA
MEHAPUHHA

MACIMOPT Ne 307 - 2022

Kypal-rri.u‘l® N 25, TabneTKn NOKpbITbIe NNEHOYHOW 0GONOYKOM, 25 Mr

HEnMEE DRase c¢pnakon (120 x 1) nauka KapToHHan
Konunuyecteo
Homep cepuu 0080422 notpeb. ynakosok | 21 298
B cepuu
[lata usrotoBneHus 02.03.2022 l'opeH po 02.03.2025

[Mpou3BoOZCTBO roTOBOW NEKapcTBEHHOW POpMbI

3A0 «bepnux-®apma», Poccus

Mepeuuran ynakoeka

3A0 «Bepnux-dapmar», Poccus

BropuuHas / noTpebutensckas ynakoeka

3A0 «bepnux-dapma», Poccus

MNMpoussoguTenk (BbinycKaoLwumii KOHTPOSb KayecTsa)

3A0 «bepnur-®apmar, Poccus

AHanus BbINOMNHEH MO

H[ N NO13897/01-300321

Ycnosus xpaHeHus

Mpyn Temneparype He Bbile

Hata nposeaeHns | o 042022 — 13.04.2022

25°C aHanusa
MokaszaTenu Hopmbi Peaynbtath!
«rofleH fo:» 032025
LUTPUX-KOL LUTPUX-KOL

cnocob npumMeHeHus

«COAePXUT NakTo3y»

Y ¥V ¥V v v

«CHwxaeT arperayuto TpomboLuTos
n Tpomboobpasosanune»

MpumeyaHue: HA NPOM3BOACTBEHHYIO
YyNaKkoBKy MOryT HAHOCWUTbCA:

» HEBUAMMbLIE 3HAKK 3aLNTbI
¥ NPOW3BOACTBEHHLIE KOAbI

»  aTUKeTKa KOHTPONA NepeEoro
BCKPBITUR

> cpeacTBa waeHTMdMKaLmn
CUCTEMBI MOHHTUPI"IHI'& ABWXEeHWA
neKkapcTBEHHbIX NPenaparos.

cnocob npumeHeHns
«COLEepRUT NaKkTosy»

«CHmxaeT arperauuto TpomGouuTos n TpomBoobpasoBaHue»
MpuMevaHue: Ha NPOUEBOACTBEHHYIO YNakoBKy

HaHeCeHbl HEBUAUMbIE 3HAKKU 3aLMTHI
HaHeceHb! NPOU3BOACTBEHHbIE KOAbI

He HaHeCeHa 3TWKeTKa KOHTPONA NepBoro BCKPbITHUA

HaHeceHbl CpejacTBa WAEHTUUKALUWK CUCTEMbI MOHWTOPWUHra
ABWXEHWA NeKapCTBEHHbIX NpenapaTos.

CpoK roaHOCTH

3rop

3ropa

3aknuyeHne: COOTBETCTB

HayansHuk OKK

M1
LULL

{para)

Ctpanuua 4 u3 4

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-i1 ABTOMOBUNbHLIA npoesg, 4. 5

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

OIrPH: 1027739581968
WHH: 7714033558
KMn: 402901001




BEPJINH-®APMA
~ MEHAPHUHMH

NOATBEPXOEHUWE COOTBETCTBUA

Ne 307 — 2022
Toprosoe HanmeHoBaHWe Kypautun® N 25
MexayHapogHoe HenaTeHToBaHHoe
e Ounupuaamon

HauMeHoBaHune

dopma Bbinycka

TabneTku NOKPbITLIE NJIGHOYHOW 0GONOYKON, 25 Mr
cdnakoH (120 x 1) nauka KapToHHan

Howmep cepuun 0080422

Konuyectso notpebutenbekux 21 298

yNakoBOK B cepum

[ara uarorosneHus 02.03.2022

CpoK rogHocTK 02.03.2025

lMponssoacTso rotosoi 3A0 «bepnun-Papmay, Poccus
nexkapcTeeHHou hopmbl 248926 r. Kanyra, 2-oi1 ABTOMOGMNbHBLIN Npoeag, 4. 5

MepeuyHan ynakoska

3A0 «bepnuu-®apmay, Poccus
248926 r. Kanyra, 2-oi1 ABToMoBUNbHLIN Npoeaa, 4. 5

BropuuHas/notpebutensckas 3AO0 «bepnux-®apmay, Poccus
ynakoBKa 248926 r. Kanyra, 2-oin ABToMOBUNbHLIN Npoesg, 4. 5
MpoussoauTens (BeinyckatoLuuii 3A0 «BepnuH-dapmay, Poccus
KOHTpOMb KayecTea) 248926 r. Kanyra, 2-oi ABTOMOGUIbHLIA Npoesa, 4. 5

Homep 1 gata perucTpaunoHHoro 1 N013897/01 ot 28.03.2012
YAOCTOBEPEHUA [Oara nepeodopmnenns 30.03.2021

HanmeHoBaHue u agpec gepxartens | 3A0 «bepnuH-dapma», Poccus
pPerucTpaunoHHOro yaocToBepeHus 248926 r. Kanyra, 2-oit ABToM0o6UNbHLIA Npoeaa, 4. 5

HopmaTtueHasa gokymeHTauus 1 N013897/01-300321

HACTOALLUMM OOKYMEHTOM Mbl MOATBEPXOAEM:

YnonHomoueHHoe nuuo  Anexceesa C. I\f( [ “BEpm
Ceeaexun of atTectaumm ; L
Mpukas Muxsgpasa Poccuun Ne 230
o1 19.03.2021

NPON3BOACTBO, XpaHeHWe W KOHTPOsb BbilLEyKa3aHHOW Cepuu roTOBOA NPOAYKUMM OCYLLUECTBNEHBI B
cooTBeTcTBUU € TpeGosaHusMu npukasza MunnpomTopra Poccun ot 14 mwoHs 2013 r. N 916 «[Mpasuna
Haanexallei npoussoAcTBeHHOW npakTuku» (B ped. ot 18.12.2015) u pewenns Coeta EBpasuiickoi
akoHomuyeckoi komuccum ot 03.11.2016 N 77 «O6 yTeepaeHun MNMpaeun Hagnexallei NpoM3BoACTBEHHOM
NPaKTUkn EBPasniickoro SKOHOMMUUECKOTO COI03AN, o= ==

Ccepus  NeKapcTBEHHOro npenapara
rocyaapcTBEHHON perncTpaumm

, YCTaHOBneHHbIM TnNpu ero

15 04 2022

Aara

CtpaHuya 1 13 1

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2- HABTOMofﬁmbem npoesg, a. 5 OI'PH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, cbakc: +7 (4842) 909-501 KMr: 402901001




