\m BEPJIUH-®APMA
MEHAPUHU

NOATBEPXXAEHWE COOTBETCTBUA
Ne 768 — 2021

Toprosoe HaMMeHoBaH!e Benmerua®

MexayHapogHoe HenaTeHToBaHHoe
EHap MeTchopMuH + CutarnunTuH

HauMeHoBaHwe

®opma BhiNycKa TabneTkM MOKpbITbie NMEHOMHOW oGonoukol, 850 mr + 50 wmr
(6nucrep) 14x4 (nayka KapTOHHan)

Homep cepun 0040821

KonuyecTeo noTpebuTensCckux 2647

yNakoBOK B CEpUU

[ata usrotosneHna 08.2021

Cpok rogHocT! 08.2023

MpouM3BOACTBO rOTOBOM 3A0 «Bepnux-dapmar, Poccus

nekapcTBeHHOA hopMbl 248926 r. Kanyra, 2-oit AsTomoGunbHbIA Npoesa, 4. 5

3A0 «bepnut-dapmar, Poccus

MepsuuHasn
e i o 248926 r. Kanyra, 2-oii ABToMOGUNEHEIM Npoesa, A. 5

BropuuHas/notpebutensckan 3A0 «BepnuH-dapmay, Poccus
ynaxkoeka 248926 r, Kanyra, 2-0f ABTOMOBMNBHBIA NPoe3A, A. 5
MpoussoauTens (Boinyckatowmi 3A0 «Bepnux-dapmar, Poccus
KOHTPOMNb Ka4yecTsa) 248926 r. Kanyra, 2-0it ABTOMOGUNbHBLIA Npoesa, A. 5

Homep v gaTa pericTpayuoHHoro
YAOCTOBEPEHMS NN-004547 ot 20.11.2017

HaumeHoBaHWe W aapec gepxarens Bepnux-Xemu Al', Fepmanis,
perucTpaunoHHOro YA0CTOBEPEHNA Glienicker Weg 125, 12489, Berlin, Germany

H[ NM-004547-201117, Wam. Ne 1 J1M1-004547-290319;
HOPMETUBHER AOKYMEHTALINA Vsm. Ne 2 NIN-004547-191119; Uam. Ne 3 JIN-004547-100920.

HACTOSLLMM AOKYMEHTOM Mbl MOATBEPXAAEM:

- NPOM3BOACTBO, XpaHeHWe W KOHTPONb BbILLEYKA3aHHOW Cepuu roTOBOW NPOAYKUWW OCYyLUecTBneHbl B
cooTseTcTBUM ¢ TpeBoBaHuaMM npukasa MuxnpomTopra Poccun ot 14 wions 2013 r. N 916 «[lpaeuna
Haarexallell MPOM3BOACTBEHHOW NpakTuku» (B pea. OT 18.12.2015) n pewenus CoeeTa Espasuiickoit
aKOHOMUYECKOM Komuccum ot 03.11.2016 N 77 «O6 yTeepxaeHuu Mpasun Hagnexatilen NPOW3BOACTBEHHOM

npaxkTvku EBpa3smniickoro SKOHOMMUYECKOro CoKo3an
- cepus ekapcTBEHHOro npenapara COOTBETCTBYGF
rOCyAapCTBEHHOW perucTpauni

YCTaHOBNEHHLIM  MPU

YnonHomodeHHoe nuuo  Kataesa E.M.

Ceepennn of arrecTayuv

Npukas Munaapaea Poccun Ne 230
ot 19.03.2021

27 L

Aara

- Kaqvra " Crpanuua 1 m3 1
3A0 «Bepnux-®Gapmar, 248926, r. Kanyra, 2-it ABToMOBMBHBIN Npoesa, A. S OlPH: 1027739581968
e-mail; reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, chake: +7 (4842) 909-501 Knrn: 402901001




BEPJINH-ODAPMA
MEHAPUHA

MNACNOPT Ne 768 — 2021

H auﬁ éH o aﬁwé BenmeTua", TabneTku NOKPLITLIE NNEHOYHOH 0BONOYKOH, 850 Mr + 50 Mr
(bnucrep) 14x4 (nauka KapTOHHanA)
Homep cepuu 0040821 Konuyectso norpeo. 2 647
YNakoBOK B CEpUn
[HaTta usrotosnexuns 08.2021 lopeH oo 08.2023
[Mpou3BoAcTBO rOTOBOW NEKAPCTREHHOW (hOPMbI 3A0 «bepnuH-dapmax», Poccus
MepeuyHas ynakoska 3AQ «bepnuH-dapmas, Poccun
BropuyHas / notpebutenbckas ynakoska 3A0 «Bepnun-dapmar, Poccus
MpowussoauTens (BoinyckaoLlwuid KOHTPONb Ka4ecTea) 3A0 «bepnun-®apma», Poccus
H NMN-004547-201117; Uam. N2 1 IN-004547-290319;
AIGRRISY BpIROIeN 10 Wam. Ne 2 IN-004547-191119; Uam. Ne 3 NIN-004547-100920.
Mpu Temnepatype He Bbl- | fara npoBeaeHna
B HW .09. - 23.09.
YCnoBeuA xpaHeHws we 25 °C i 01.09.2021 - 23.09.2021
Mokasarenu Hopmbi Pesynbrarbl
OsaneHbie  ABOAKOBLINYKNble  Tabnerky,
NOKPLITBIE NNBHOYHOM 0BONCYKOM, posoBoro | OB&MbHBIE ABOAKOBLINYKNLIE TAGNETKH, NOKDLIThIE
OnucaHue LBeTa C rpasMpoBKol «515» Ha OAHOM CTO- nnexovHoh ofonoukol, pososoro UseTa ¢ rpasu-
poHe TabneTk, poBkoik «515» Ha ofHOW CTOpOHE TabneTku.
MoANKHHOCTL: Bpemst yAEpPXKMBAHWA OCHOBHOTO MUKA HA | Bpems yAepKMBAHWS OCHOBHOrO NHKA HA XpOMa-
XpomatorpaMMme WCALITYEBMOro pacTsopa | TorpamMe WCMBLITYEMOro pacTEopa COOTBETCTBO-
- CUTarnunTuH AO/MKHO COOTBETCTEOBATL BPEMEHW YAEP- | syeT BpeMeHW YAEPKNBAHWA NWKE CUTArNUNTHHA
KUBAHWA NUKa CATArNUNTWHaE Ha XpoMmaTto- | ua XpomarorpaMmme CTaH[apTHOrQ pacTeopa.
rpamme CTaHaapTHOMo PacTBopa.
Bpems yaepXuBaHMA OCHOBHOrQ NUKA Ha
spouarorpaue _rcnuryewora _pacracpa | S5 YACEIB coronior s 90us
= MetdopmuHa AOMKHO COOTBETCTBOBATE BpPEMEHW yaep- p
rUAPOXNOPUA XWBAHUA MUK METGOPMUHA ruapoxnopuga | Yo| BPEMEHU yAEPXUBaHUA nuka MeT(OpMUHA
TMAPOXNIOPUAE HA XPOMATOrpaMMe CTaHaapTHOrD
Ha XpoMaTorpaMMe CTaHAapTHOrO PacTeo-
pa. pacTso-pa.
CpeaHan macca:
11450 Mr £ 5 % 152,72 mr
% (ot 1087,75 mr go 1202,25 mr);
L R OTKNOHEHUE OT CPeAHeN Macchl: Or-1%p0+1%
18/20 Tabnetok £ 5 %;
220+ 10 % -

97 % CHTarnuNTuMH;

He menee 85 % (Q = B0 %) oT sasBneHHoro 07 % Werchapussa NADIHOPIA

PacreopeHue konuyecrea Yepea 20 MUH.

MpoaykTel pa3noXeHWA CUTArNMWNTHHA

dochara MOHOrMapaTa

e  EpnHuvHbiA  HeupeHTUMUMpOBaHHLIA | < 0,1 %
NPOAYKT pasnoxexun — He Gonee 0,2 %;

e Cymma NpoAYyKTOB Pa3noXeHWUA — <01%
He Gonee 0,2 %.

MpogykTel pasnoxexHuAa meTcdopmuHa

ruppoxnopuga

e  EAMHNYHBIA  HeupeHTUGMUUPOBaHHBIA | < 0,05 %
NpoAyKT pasnoxeHus — He Gonee 0,1 %,;

PoacTBenHbIe NpUMecH

o Cymma npoayKToB pasnoXeHus — <0,05 %
He Gonee 0,2 %.

MwukpoGuonorudeckan Kateropus 3A: Karteropus 3A:
yucToTa
- O6uwee yucno aspobHbix e Gonee 10° KOE 8 1 r (mn) <10KOEB 11 (mn)

MUKPOOPraH3MOB
- OBuwee Yucno APOXOKeBbIX U He Gonee 10° KOE B 11 (Mn) <10 KOE & 1r(mn)

nnecHesslx rpuboe
- Escherichia coli orcytctere 8 1 r (mn) orcyrcreyer 8 11 (mn)

Crtpanunua 1 wa 4

3A0 «bepnun-®apmanr, 248926, r. Kanyra, 2-# ABToMOGUNbHLIR Npoesg, 4. 5 OlPH: 1027739581968
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BEPJINH-DAPMA
MEHAPUHH

MACHOPT Ne 768 — 2021

Benue-rﬁ@. TabneTku NOKPbITbIE NMEHOYHOMH oBonoykoi, 850 mr + 50 mr
FIMBHOSN S (6nmcTep) 14x4 (nayka kapToHHas)
Konuyectso notpe6.
Homep cepuu 0040821 ynaKoBoK B cepin 2647
[ara narotoBneHus 08.2021 logeH po 08.2023

lMpousBOACTBO rOTOBOI NEKapcTBeHHON hopMbl 3A0 «bepnun-dapmar», Poccus

MepsuuHas ynakoeka

3AO «Bepnun-dapmar, Poccus

BTopuuHan / notpeburensckas ynakoska

3A0 «bepnun-dapman», Poccus

MpoussoauTens (BeinyckaloLmi KOHTPONL KayecTea)

3AQO «bepnuH-®apman, Poccus

HA NN-004547-201117; W3m. Ne 1 JIN-004547-290319;
AHAIHS BHNOMHBH NO Wam. Ne 2 NIN-004547-191119; Uam. Ne 3 NIN-004547-100920.
Mpu Temnepatype He Bbi- | faTa npoBeeHus
YcrnoBus xpaHeHus we 25 °C Sihinia 01.09.2021 - 23.09.2021
Moxasarenu Hopmbi Pesynbrath
fna 10 TabneTok nokasatens npuemnemo- | 3.4 (ana 10 eaunnL) cutarnunTiu
cTi (AV) aomken Gbire He Gonee 15,0; 2,1 (ana 10 egnHUL) METHOPMUHE MMAPOXNOPUA
Ona 30 Tabnetok nokasaTens npueMnemo-
;?én:n(::%o:a:?qu cTi (AV) ponxen Bbitb He Gonee 15,0 npu | -
YCrOBUY, YTO
(1-001xL2)xMsXs(1+0,01xL2)x M,
(L2 = 25,0).
CurarnunTux
Or 85,0 % a0 105,0 % or 3asBnenHoro co- | gg g %
KonuuecraeHHoe AEPXaHUA CUTarNNNTUHA.
onpeaenexvne MerdopmuHa rugpoxnopug
Ot 95,0 % Ao 105,0 % ot 3aseneHHoro co- | 99,1 %
AepXaHua MeThOpPMUHE MMAPOXNOPUAA.
Mo 14 vabnetox B Gnucrep W3 nneHkw | Mo 14 Tabnetok B Bnuctep W3 nneHkn
MBX/M3MBAX dupmel «Liveo Research | NBX/MI3/MBAX dupMsl «Liveo Research GmbH»,
GmbH», Mepmanua n anoMuHneBoll onbrv | FepMaHun U ANIOMUHKEBOH ¢onbr no FOCT 745-
no FOCT 745-2014 wnu cmpmbl «SCHULZ | 2014 wnn dupmst «SCHULZ FLEXGROUP
Ynakoeka FLEXGROUP GmbH», M'epmanus. GmbH», Mepmannn.
Mo 4 6nucTepa noMewaT B KapToHHYK | Mo 4 Bnucrepa B kapToHHOM nauke no FOCT
nauky no MOCT 33781-2016 smecte ¢ wn- | 33781-2016 BMECTE C UHCTPYKUMER no npumeHe-
CTpyKUMER NO NpUMEHBHUIO, HUIO.
Ha nepauunon ynakoske (6nucrepe) wa | Ha nepsuuHOM ynakoske (6nuctepe) Ha pye-
PYCCKOM A3bIKE YKa3LIBAIOT: CKOM A3bIKe NPUCYTCTBYIOT HAANKUCHK:
» TOproBoe HaMMEHOBAHWE Nnpenapata C | TOProBoe HaWMeHOBaHWe npenapara ¢ npeay-
npeaynpeanTensHOR MapkupoBKoi ® NpeauTensHoik Mapkuposkoi ®
»  TPYNNMPOBOMHOE HaUMEHOBaHWe rPYNNUPOBOYHOE HAMMEHOBaHWE
> nexapcTBeHHYo dopmy nekapcreexHan hopma
> RO3NpOBKY A03upoBKa
» noroTun KOMNaHWKU «BepnuH- | norotun komnaHuM «Bepnun-Xemu/MeHapuHin
Mapkuposka Xemw/MeHapunu» (rpacudeckuit cum- | (rpacudeckui cumeon W abbpesunarypa Ha nati-
BoN n abGpesunatypa Ha nNaTuHULE) HUuE)}
» HOMmep cepuu 0040821
> aty OKOHYBHMA CPOKa roAHOCTH 08.2023
Mpumeyanne: Mpumevanue:
Ha NepBUYHYIO YNaKkoBKY MOTYT HEHOCHTLCA: | Ha NEPBMYHYIO YNaKosky
»  HeBMAMMbIE 3HAKK 3aLUNTbI HaHeCeHbl HeBUAUMbIE 3HAKMA 3aLUNTbI
»  NpPOU3BOACTBEHHLIE KOAbI HaHeCeHb! NPOU3BOACTBEHHLIE KOAbI

CrpaHuua 2 u3 4
3A0 «bepnux-bapman, 2489286, r. Kanyra, 2-i ABTOMOBUNbHbINA npoesg, a4. 5 OrPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com WHH: 7714033558

Ten.: +7 (4842) 909-500, chakc: +7 (4842) 909-501

Knn: 402901001



BEPJINH-®DAPMA

MEHAPHUHUA

MACIOPT Ne 768 - 2021 .
BenmeTus", TabneTku NOKpbLITLIE NNEHOYHOW 06ONOYKOH, 850 mr + 50 Mr
Henmeosdine (6nucrep) 14x4 (nayka kKapToHHanA)
Konuyecteo notpeb.
Homep cepuu 0040821 YNaKoBOK B CEpHH 2 647
[ara uaroToBneHuns 08.2021 lopeH ao 08.2023

Mpon3BoACcTBO rOTOBOW NEKapCTBEHHOW OpMbI

3A0 «Bepnux-dapmar, Poccus

MNepsBudHas ynakoeka

3A0 «BbepnuH-®apma», Poccus

BtopuyHas / notpebutensckas ynakoska

3A0 «bepnux-dapmar, Poccus

MpouasoauTent (BoinycKarowuii KOHTPONb KavecTsa)

3A0 «bepnuH-bapmay, Poccus

AHanua ebiNONHeH no

HO NN-004547-201117, Wsm. Ne 1 JIN-004547-290319;
Wam. Ne 2 JTM-004547-191119; Wam. Ne 3 JIM-004547-100920.

YcnoBusi XpaHeHus

MNpu TemnepaTtype He Bbi-
we 25 °C

Nara
aHanusa

MPOBEACHAA | 01.09.2021 ~ 23.09.2021

MokasaTenu

Hopmbi

Pesynbrathl

»

YV ¥ ¥V ¥ ¥

»

»

Y Y ¥

Ha BTOpM4MHOM YynakoBke (KapPTOHHOW
naYke) Ha PyCCKOM A3bIKe YKa3biBalOT!

Ha ynakoBke nNpUCYTCTBYIOT Npeaynpeaun-
TenbHbLIE HaANUCK:

TOProBOE HauMeHOBaHUe npenapara ¢
npeaynpeauTenbHOR MapKupoBkoi ®

rpYnAWPOBOMHOE HAMMEHOBaHUE
RO3MPOBKY

nekapcreeHHas dopma
Konu4ecTso TabneTok B ynakoske

Ha3BaHUA N COAEpXaHue AeRCTBYIOLMX
BELeCTB B O4HOK TabneTke B Mr
cnocob npumeHeHuA («[inA npuema
BHYTPb»)

«[lepeyeHb BCNOMOraTenbHbiX BELECTS
U WX KONU4ecTea ykasadbl B npunarae-
MO MHCTPYKLNY

«Mepea npUMeHeHUeM O03HAKCMbTECh C
npunaraeMol UHCTPYKUUe»

«XpaHWUTb B HEAOCTYNHOM ANA AeTel
MecTe»
ycnoeua oTnycka

YCNOBWUA XpaHeHuA

noroTn KOMnNaHuu KBBanH-
Xemw/MeHapuHn» (rpacbuyvecku cim-
Bon u a66peenaTypa Ha naTuHuue)

Ha3BaHWe W CTPaHY IOPUAUHMECKOTO MK~
Ua, Ha UMA KOTOPOro BbIAAHO perucTpa-
LUMOHHO® YAOCTOBEPEHUE U KOMNAaHWK
npou3BoAMTENA

HOMEP PEerncTPaLMOHHOrO yA0CTOBEpe-
HWA

HOMep cepuu

AaTy U3IrOTOBNEHNA

AaTy OKOHYaHWA CpOKa rogHoOCTH

Ha BTopUYHON ynakoBke (KApTOHHOW Nayke) Ha
PYCCKOM A3biKe NPUCYTCTBYIOT HaANUCH;

TOproBoe HauMeHOBaHWe npenapata C npeay-
NPEANTENLHOR MApKUPOBKOA ®

rpynnupoBoYHOe HanMeHoBaHue
A03UpOBKa

nekapcTeexHan chopma
Konuvecteo Tabnerok B ynakoske

HasBAHMA U COAepXaHue AeiCTBYIOLUX BELLecTs
B oaHoW TabneTke B Mr

cnocob npumeHeHna («¢ins npuema BHYTPbY)
Ha ynakoeke npucyTCTBYIOT NpeAynpeiAuTensHble
Hagnueu:

«MepeueHs BCNIOMOraTensHbIX BELLECTB 1 KX KO-
NUMECTBA YKasaHbl B NPUNAraemMoi WHCTPYKLMU»

«lepes npuMeHeHWeM 03HakoMbTech C npunara-
€MOA MHCTpYKUWeh»

«XpaHnTb B HEAOCTYNHOM ANA AETei MecTe»

yCnosus oTnycka
YCNOBUS XpaHeHUs

norotun komnanuu «Bepnun-Xemuw/MeHapuHu»
(rpacbuyeckuid cumson n aGbpeenatypa Ha naTu-
Huue)

Ha3BaHue n CTpaHy KPUANYECKOro NKLa, Ha UMA
KOTOpPOro BblgaHo perucTpaunoHHoe yaoctoeepe-
HWE W KOMNaHWW NpoU3BOAUTENA

HOMEp PerucTPALMOHHOTO YAOCTOBEPEHUA
0040821

08.2021
08.2023
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3A0 «bepnuH-dapmanr, 248926, r. Kanyra, 2-it ABToMobuNbHLIA npoeaa, Aa. 5

e-mail: reception_kaluga@berlin-chemie.com
Ten.: +7 (4842) 909-500, daxc: +7 (4842) 809-501

WUHH:
Knn:

7714033558
402901001

OrPH: 1027739581968



BEPJ/INH-®DAPMA
MEHAPUHH

MACIOPT Ne 768 — 2021

® = =
BenmeTua, TabneTku NoKpbITLIe NNeHOYHON ob6onoykon, 850 mr + 50 mr
HanmerosaHue (6nucTep) 14x4 (nauka kapTOHHan)
Konuyecteo notpeb.
"
Homep cepuu 0040821 YN2KOBOK B CEpHH 2647
[lara narotosnenus 08.2021 lopeH ao 08.2023
MpouseoacTBO rOTOBON NEKAPCTBEHHON opMbI 3A0 «Bepnun-dbapmar, Poccus
MepBuyHas ynakoeka 3A0 «bepnuH-®apmar, Poccus
BropuuHas / noTpeburensckas ynakoska 3A0 «Bepnun-dapmar, Poccus
MpoussoauTens (BeinyckaloLuii KOHTPOnb KadecTsa) 3A0 «bepnuH-dapmar, Poccus
HA NN-004547-201117; WUam. Ne 1 JIN-004547-290319;
AESEHE SRR Wam. Ne 2 JIN-004547-191119; Mam. Ne 3 NIN-004547-100920.
Mpu Temnepatype He Bbl- | [lata npoBegeHus _
Yenosus xpaHeHus we 25 °C ol 01.09.2021 - 23.09.2021
MokasaTenu HopMbi PeaynbTarhl
P WITPMX-KOA WTPUX-KOA
Mpumeyarue: Mpumavanue:
Ha BTOPUYHYIO YNAKOBKY MOTYT HAHOCHTLCS: Ha BTOPUUHYIO YNaKoBKy
»  HEBWAWMbI® 3HAKK 3aLmTbl HaHeCeHbl HEBWAUMBI® JHAKW 3aLUThI
» NPOW3BOACTEEHHBIE KOAI HaHeCeHbl NPOM3BOACTBEHHbIE KOABI
» STUKETKA KOHTPONA NEPBOro BCKPbITUA He HaHeceHa 3TMKeTKa KOHTPONRA NepBOro BCKPbI-
THA
» CPeAcTBa WABHTHMMKALMN CUCTEMBI HaHeceHk cpeacTea HAE’HTMCbVIKaLmIﬁI CHCTEeMbI
MOHUTOPUHra ABMKEHUA NexapcTeeH- MOHUTOpUHra ABWXXEHWA NexKapcTBeHHbIX npena-
HbiX npenaparos. paros.
Cpok rogHocTH 2ropa 2roaa

3aknoyeHue: cooTBeTCTBYeT Tpedy
Wam. Ne 2 JTN-0¢

3

Hauanbhuk OKK \Farnowsunu A.A. 2308 200
| (nata)
CrpaHuua 4 us 4
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