M BEPJ/IUH-®APMA
MEHAPUHU

NOATBEPXAEHUE COOTBETCTBUS

Ne 76 — 2022
ToproBoe HauMeHOBaHUe Cuodrop® 1000
MexayHapoaHoe HenaTeHToBaKHOe Y R—

HauMeHoBaHue

$opma Bbinycka

Tabnerku NOKpbITLIE NNEHOYHOMN oBonoukoi, 1000 mr (kOHTYpHasn
AvelkoBan ynakoska) 15 x 4 (nauxa kapTouHas)

Homep cepuu 0180122

KonuuecTso norpeburensckux 7038 ]
ynakoBOK B cepuu

Hara nsroroeneHus 12.2021

Cpok rogHocTu 12.2024

MpoussozcTso roTosoi 3AO «Bepnux-dapman, Poccus

NnexapcTeeHHON hopMbi 248926 r. Kanyra, 2-0it ABTOMOGMNLHBIN npoesa, A. 5

MNepenyHas ynakoska

3AQ «BepnuH-®apma», Poccus
248926 1. Kanyra, 2-0if ABTOMOBUIbHBI npoesg, 4. 5

BropuuHas/noTpeGurensckas 3A0 «Bepnun-dapmay, Poccus
ynaxkoska 248926 r. Kanyra, 2-0ii ABTOMOBUNBLHBI npoeag, A. 5
Npouzsogutens (Bbinyckarowuii 3AQ «Bepnun-dapmar, Poccus
KOHTpOnb KayecTsa) 248926 r. Kanyra, 2-0if ABTOMOGMNLHBI npoesAa, a. 5

Homep u aara perucrpauuonHoro NC-002180 ot 13.04.2012
YAOCTOBEpEHUA Aara nepeochopmnenuns 08.06.2021

HaumeHoBaHue u agpec depxarens BepruH-Xemu/MeHapunu ®apma M'MEX, Mepmanus
PErMCTpaUnoHHOro yaocToBepeHus Glienicker Weg 125, 12489 Berlin, Germany

HopmatusHas fokymenTayus HA N1C-002180-080621

HACTOALWMUM OKYMEHTOM Mb| NOATBEPXOAEM:

NPOU3BOACTBO, XPaHEHUE W KOHTPOMb BbllLeYKa3aHHOW Cepuu roTosoi npoayKuMu OCyllecTeneHsl B
cooteeTcTBUM C TpeboBaHUAMM npukasa MuHnpomTopra Poccun ot 14 wmions 2013 r. N 916 «Mpasuna

NpaKTkn EBPasnitckoro 3KOHOMUYECKOro Col3an
Cepus  nekapcTBeHHOro  npenapara BYeT TpeboBaHWAM,  ycTaHOBNEHHbIM npu ero
roCynapCTBEHHOW perucrpauum »
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BEPJINH-®APMA
MEHAPHUHH

MACMOPT Ne 76 — 2022
Heiatnioeie Cuodop® 1000, TabneTkn NOKPkITLIE NNIEHOYHOW 060NoYKoi, 1000 Mr
(koHTypHan sivelikoBas ynakoBka) 15 X 4 (navka kapToHHan)
Konuyectso notpeb.
Homep cepuu 0180122 YNaKOBOK B Cepuit 7038
[ara uarotosnexus 12.2021 logex no 12.2024

Mpon3BOACTBO roTOROI NEKapPCTBEHHOI hoPMbI

3A0 «BepnuH-®apman», Poceus

lepBWYHasn ynakoska

3A0 «Bepnun-Papmax, Poccus

BropuyHas / notpebutensckas ynakoska

3A0 «BbepnuH-®apma», Poccus

NpoussoauTent (Boinyckalowwuii KOHTPONb kavecTea)

3A0 «bepnuH-dapmax», Poccusn

AHanus BbINONHeH nNo

HA NC-002180-080621.

an Temneparype He Bbille .ua'ra npoeeneHun
ua HEHUs 25.01.2022 - 02.02.2022
Ycnosus xpaHeHu 25 °C i
Mokasatenu Hopmbi PesynbTarbl
Mpogonrosatbie TabneTtkv, 6enoro Mpoponrosateie Tabnerkw, 6eNOro LBETa NOKPLITHIE NNEHOY-
UBETa NOKPLITLIE NNEHOYHOR 060N0Y- | HOW 0GONOYKOW, € KTMHOBMAHLIM YrnyGneHueM «snap-tab» Ha
Onucanue KOW € KNMHOBMAHLIM YrnyBneHuem OAHOR W pUCKoi Ha Apyroit ctopoHe TaBneTku
«snap-tab» Ha 04HO U pUCkol Ha
APyroi cTopone Tabnetku.
Bpewms yaepxusaHna OCHOBHOTO NUka | BPEMA YAePMUBAHMA OCHOBHOTO NWKka Ha Xpomarorpamme
Ha XpoMaTorpamme UCALITYEMOro UCNBITY@MOrO PacTBOPa COOTBETCTBYET BPEMEHW YAEepxusa-
n pacTsopa 0MKHO COOTBETCTBOBATL HWA OCHOBHOTO NUKA Ha XPOMaTorpamme CTaHAAPTHOMO pac-
ORAMHHOCTS BpeMeNU YAEpKMBAHHA OCHOBHOTO TBOPA METOPMUHA.
NUKa Ha XPOMaTorpaMMe CTaHAapTHO-
ro pacreopa MeThopMuHa,
CpeaHsa macca:
1117125 % (1,061 -1,1731). 1101 r
OAHOPOAHOCTE MacChl 18/20 He Gonee * 5 %; Or-2%po+2%
2/20 He Gonee £ 10 % oT paccuuTan- -
HOM cpeaHeil macchl
Moveps B macce npu ebiCy-
WHBEHY He Gonee 3 % 1%
PacnagaemocTb He Gonee 30 muH 11 MUH
Pacreopexue He meHee 80 % (Q) uepes 30 mMuH. 100 %
Mpumeck A (UMAHOTYRHUAKH) - HE 0,01 %
Gonee 0,02 %:
TNoGan egunudnan HeugeHTMdUUMpPO- | < 0,05%
PoacTeeHHbie npumecy BaHHaA npuMecs — He Gonee 0,1 %:
Cymma HewaeHTHULMPOBaHHbIX < 0,05 %

npumeceil ~ He Gonee 0,3 %.

Mapamertp npuemnemoctyu ana 10
eAuHuL AoaupoBaHua S 15,0,

1,9 (ana 10 eanrny)

OaHopoAHOCTL MapameTp npuemnemoctv gna 30 -
A03UpOBaHUA €AUHNL K03upoBaHuA S 15,0, U Hu
0AHa M3 BAVHUL 403KPOBAHUA HE
meHee 0,75M u He Gonee 1,25M.
Mukpobuonorvueckan Kareropus 3A: Kateropus 3A:
queToTa:
- O6uee uncno aspobHeix | He Gonee 10° KOE B 1 1 (Mn) <10 KOE B 1 1 (Mn)
MUKPOOPraHn3mos
-~ O6wee Yncno apoxoke- He Gonee 10°KOE B 1T {mn) <10KOE 8 1r(mn)

BbIX W NNeCHeBbIX rpubos
- Escherichia coli

orcyrcTeue B 1 1 (mn)

Otcyrereyer B 11 (Mn)

KonuyecteeHnHoe
onpefenexve

O 950,0 mr g0 1050,0 mr meTchopmu-
Ha ruapoxnopuga B 1 rabnetke

(95 % — 105 % oT 3aseneHHoro co-
AEPXaHUR),

1000,8 mr
(100 %)
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BEPJINH-ODAPMA
MEHAPHUHHA

MACTIOPT Ne 76 — 2022

HaumeHoBaHue

Cwodop® 1000, Ta6nerw NOKPLITLIe NNeHOYHOK 06onoykon, 1000 mr
(koHTYypHan nveiikoBas ynakoBka) 15 x 4 (nauka KapToHHan)

Homep cepum 0180122 Konnyecteo notpeS. | 5 g3q
yNaKoBOK B CepuM
[ara uaroToBneHuns 12.2021 loaex ao 12.2024

MponaBoACTEO rOTOBOI NEKapCTBEHHON (opMbI

3A0 «bepnun-bapmay, Poccus

MepBuYHas ynakoska

3A0 «Bepnun-dapmar», Poccun

BropuyHas / notpebuTtenbckan ynakoska

3A0 «bepnun-®apma», Poccus

MpoussoauTens (Buinyckatowuit KOHTPONL KavecTsa)

3A0 «Bepnun-Papmar, Poccus

AHanu3a BeINOMHEH No

HA NC-002180-080621.

Mpu TemnepaType He Bbiwe Jara npoeeneHus
Ycnosua xpaHeHua o 25.01.2022 - 02.02.2022
P 25°C aHanu3a
Mokaszarenn Hopmbi Pesynuratsl
Mo 15 TaGneTox B koHTYpHyl0 AYeiko- | Mo 15 TaGneTok B KOHTYPHYK AYERKOBYIO ynaxoaky (6nu-
BYi0 ynakosky (6nucrep) crep) [MBX-nnenxka/donsra anioMuHuesan).
Viiioeie [MBX-nnexkalonbra aniomunuesas]. | Mo 4 Gnuctepa ¢ UHCTPYKUWER NO NPUMEHEHMIO KAPTOHHOM
Mo 4 Gnucrepa ¢ WHCTPYKUMed no | nauke.
NPUMEHEHWIO NpenapaTa B KAPTOHHON
nauxe,
Ha 6nuctepe Ha pycckom n3bike | Ha 6nuctepe Ha pycckom A3bike yKkasao:
yKa3LIBaKOT:
> nororun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natvHuue)
CHEMIE/MENARINI» (Ha naru-
HULe)
> Topr%aoe HauMeHoBaHWe npena- | TOproBoe HauMeHoBaHWe npenapata ®
para
P MEXLYHAPOAHOE HENAaTeHTOBAH- | MeXAYHAPOAHOE HENATEeHTOBAHHOR HAMMEHOBaHWE
HO@ HauMBHOBaHue
»  [O3UpOBKY AO3NpOBKa
> HOMEP Cepun 0180122
Mepipoexa «rofieH A0...» 12,2024
MNpumeyanue: Ha npousBoAcTBeHHYK | Mpumevanue:

YNaKkoBKy MOTYT HAHOCHTLCA HEBWAW-
MbIE 3HKK 3aLUMTHI

Ha kapToHHO# nauke Ha pycckom
A3bIke yKa3bIBaloT:

> HanMeHoBaHKue
NPOK3BOAUTENR, CTPaHY

> HanmeHosaHne cupmb,  OCYy-
LeCTBNAIOWEN  BbinyCKalowui
KOHTPONbL Kkayectsa (B cnyvae
OTAUYMA oT tvpMmbi-
Npon3soAuTenn), CTpaHy

»  norotun «BERLIN-
CHEMIE/MENARINI» (Ha naTu-
HULE)

P TOproBoe HauMeHoBaHWe npena-

pata®

MeXAyHapOAHOE HeNaTeHTOBaH-

HOE HauMeHoBaHWe

AQ3NPOBKY

nekapcTeeHHyo hopmy

hupmb)-

v

KonuuecTso TabneTok B ynakoexe

vV Vv Vv V¥

cnocob npumeHeHuA

Ha NPOM3BOACTBEHHYIO YNaKOBKY HaHECEHB! HEBUAUMbIE 3HAKM
3awwThI.

Ha xapTOHHON NayKe Ha PycCKOM A3bLIKE YXa3aHo:

HauMeHoBaHKEe UMPMLI-NPON3BOAUTENRA, CTPaHA

norotvn «BERLIN-CHEMIE/MENARINI» (Ha naTuHnue)

TOProBoe HauMeHoBaHWe npenapata®
MEXAYHAPOAHOE HENAaTEHTOBAHHOE HAMMEHOBAHWE

Ao3upoBka
nekapcTeeHHas copma
KonnyecTso TabneTok B ynakoeke

cnocob npuMeHeHus
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BEPJINH-®APMA
MEHAPUHMA

MACTIOPT Ne 76 - 2022

cuocbop" 1000, TabneTkn NOKpPLITLIE NAGHOYHONW 06onoykoi, 1000 mMr

HaunmeHoeaHue 3
(koHTypHan sueikosan ynakoska) 15 x 4 (nayka KapToHHan)
Konuyectso notpe6.
Homep cepuu 0180122 YNaKOBOK B Cephi 7038
[lara usroroeneHus 12.2021 loaex ao 12.2024

lNpon3BOACTEO rOTOBO NEKapcTBEeHHO! GopMbI

3A0 «bepnun-dapmay, Poccus

MepBu4Han ynakoeka

3A0 «bepnun-dapmar, Poccus

BropuyHas / noTpebutenbckan ynakoska

3A0 «bepnun-dapmar, Poccus

MpoussoguTens (Buinyckalowmii KOHTPONb KayecTsa)

3A0 «bepnuH-dapma», Poccus

AHanua BLINONHEH no

HA J1C-002180-080621.

YCOBUA XpaHeHHs [lpu Temnepatype He Beile | Jlata  NpOBEAGHWA | 55 04 2022 — 02.02.2022
25°C aHanuaa
Mokasarenu Hopmbi Pesynbrarsi

> coaepxaxne peicTayiowero coaepXanne AeiCTBYIOLLEro BewecTsa B oaHoW Tabnerke
BeujecTsa B 0gHoN Tabnetke

»  ycnoBuA XpaHeHWA YCNOBUA XpaHeHus

> «CobnioaaTe MHCTPYKUMIO NO «CobniogaTe MHCTPYKUMK NO MPUMEHeHVIo npenapara, KoTo-
NpUMEHEHNIO Npenapara, KoTo- Pan HaxoAWTCH BHYTPU YNaKoBKu»
PanA HaxoAWTCA BHYTDU YNaKoB-
Ku»

> «XpaHWTb B HEAOCTYNHOM ANs «XpaHnTb B HEAOCTYNHOM ANA AeTel MecTe!»
Aetei mecrel»

»  «lepopantHoe npoTuBoANabe- «MepopansHoe npotusoguabeTHieckoe CpeACTBO?
TU4ECKO® CPeACTBO»

> ycnoBuA OTrycKka YCNOBUA OTNycKa

> HOMmep cepumn 0180122

»  [AaTy UroTOBNEHUA 12,2021

» «TOfleH A0...» 12.2024

P WTPUX-KOA WTPUX-KOZ

»  HOMEp PerucTpauuoHHOrO YA0- HOMSp perncTpaLmnoHHOro yaocToBepeHnA
CTOBEPEHUA

MpuMeuaHmne: Ha NPOU3BOACTBEHHYIO Mpnmeyanne: Ha NPOUIBOACTBEHHYK YNaKoBKY

YNaKkoBKy MOTYT HAHOCHTLCA:

> HEBAAWMbIE 3HAKW 3alUTbl HaHeCeHsl HeBUANMbIE 3JHAKW 3aLMThI

»  nNpou3BOACTBEHHLIE KOAbI HaHECeHE NPOUIBOACTBEHHLIE KOAbI

> 3TUKeTKa KOHTPONA Nepeoro HE HaHeCeHa 3TUKETKA KOHTPONA NePBOro BCKPLITUA
BCKPBITURA

> CpeAcTBa uaeHTMGNKaLIUK CH- HaHeceHb! CpeacTBa UAeHTU(MKALMA CHCTEMB! MOHWTODUHIa
CTeMbI MOHWTOPHHIa ABUXKEHUA ABUKEHUN NEKapCTBEHHbLIX NPenaparos,
NeKapcTBeHHbIX NPenaparos.

Cpok rogHoCcTH 3 roga 3 roga

3aknioueHne: cOOTBETCTBYET Yo

HavanbHuk OKK

— S,
P C.‘aii_m;‘:c'?‘\

>

Farnowsunu A.A.

NC-002180-080621 no Bcem nokasaTenam.

0202 0
(naTa)
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3AO «bepnun-dapmar, 248926, r. Kanyra, 2-it ABTOMOGUNbHbIA Npoeag, 4. 5

e-mail: reception_kaluga@berlin-chemie.com
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