V| 1 00O Beprnn-Xemmn/A. MeHapnHu

NMOATBEPKAEHUFE. COOTBETCTBHUSA

Ne T1C-98029

Toprosoe HAUMEHOBAHHE

TTpodaocuu®

Mes AV HAPOAHOE HENAaTEHTOBAHHOE HAHMEHOBaHHE
{rpyNNUPOBONIOE UITH XUMUUECKOE)

TamcynoiuH

JlexkapcTrennas dopma

KAMNCYNbI KHICHHOPACTROPHMBIE
APOAOHCHPORAHHOY AeHCTBUA

JloaupoBka 0.4 mr

dopma BhIfIyCKa 10 wT. , Goucteps! (3 WT.), MaYKK
KAPTOHHBIE

Homep cepuu (napTum): 98029

OGbeM cepri{MapTHH) 27 000

Jarta ahltiycka 01.11.2019

Togex a0 01.11.2022

HaumeHoBaHue W afpec  NpousBoautens (¢ Mpoussoanrein-

yKa3aHueM cTauii Npou3BoacTea)

Porrennopd Papma [MEX.[epmarus
(Ostenfelder Strasse, 51-61, 59320,
Ennigerloh, Germany)
Boiayckalinil KOHTPOIL KavecTna -
Menapunu-doi XedieH
rusX Cepuanuna(Leipziger Strasse 7-13.
01097 Dresden, Germany)

Hosep 1 1aTa perucTpauHoOHHOrO yAOCTOBEPEHHSA

JIT1-000832 ot [0.10.2011
Hara zamcust 13.10.20146

Homep ¢ 1aTa HOPMATUBHON JOKYMeHTAUWU

JIM-000832-131016. uam.Nel 2

HanvieHoBaHHe ] agpec Aepkareis
perHcTPaLiMOHHOTO YAOCTOREPEFNS

JakphITOE AKUHOHEPHOE 0BLLECTBO
*BEPJTUH-DAPMA" (3AC "BEPJIUH-
DAPMA™)
(248926,r.Kanyra, 2-it ABTOMOOHILHBIN
npoea, A.5)

Hactoawui MOKYMEHT NOATBEPRKIAALT!

-NaHHbIf EeKaPCTBCHHBIR MPenapar COOTBETCTRYET 61-D3 «0O6 ofpatycHud NEKAPCTBEHHBIX

cpeacrs. .. n:

=CepHUst JILKAPCTBEHHOTO npenapara COOTBETCTRYCT Tpe6oaanmm, YCTaHOBMEHHBIM apu ero

rocynapcTREHHOM perucTpauuu

(noanuce)

{Ipukar Ne 352/1 ot 01.11.2019

Lejft ’L_“_Y./_/";_/,’ .
Sh/A Menapunun =77 G Pysanosa TB  19.05.2020

(nata)

000 “Bepnun-Xemw/A. MerHapuHn"

Opuanuaecka agpec: Poccun, 123317, . Mocksa, fMpecrencxan nabepexnan. o 10
Nowrtoawi anpec: Poccun, 123317, . Mockea, MpecHenckans nabapewHan, a. 10
Tenedpow: +7 (495) 785-01-00. cpaxc: +7 (495) 785-01-01, e-mail: info@b-¢.ru
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Ceprudukar aHanusza

npocpnocnn“’, KaMNcyrbl KUEMHOPacTEOPUMbIE NPONICHIUPOBAHHOTO AeRCTBNA 0,4 Mr

N2 cepuu.: 98029

Nara uaroroBneHus: 11/2019

CpoK roaHocTy: 11/2022

Ne ceprucukaTa: 129407, 30000194076

Narta asanu3a: 11.03.2020

Homep npogyxTa: 01401430

ofbem cepun (KONUYECTED YNAKOBOK): 27001

DeitcTayiouiee BEWECTRO: TamMcynosuHa raapoxnopun

Mpouzsogurens AencTay:owero seutecTBa: CuHTOH c.p.o., Yexus

Mokasarenu Ea. Cnevunduxayua Pezynbrar
Onucanue Henpoapadtaele xenatuHosbie kancynol Ne 2 ¢ CooraeTcyayeT

KOpPNYCOM CSeTNa-0paHKeaoro ueera u
KpbilueUKOiA Cepo-3eneqora yaeta. Ha kopnyce 1
#PLILLEHKE KaNCYribl HAHECEHD NO DAHOR YEPHOW
nnknkn, Ha kpbitieyke Kancynbl HaHecexo
«TSLO.A».

Coaepxumoe kancyn: nennets ot Benoro no
nourt 6enoro yseta.

MoanuaxocTe Bpema ynepHubaHUR OCHOBHOIO NKKa Ha CooreeTtcreyet
XKPOMaTOrPaMME NCNEITYEMOTO PACTROPA ACNKHO
COOTBETCTROBATL BPEMEHU YASPKVBAHUR
OCHOBHOIO NUKa Ha Xpomarorpamme
CTaHgapPTHOrO PACTBOPa TAMCYNOIUHE.

Cpearsn Macca COASPKUMOre mr 356 mMr275% 356.1
Kancyn ¥ 0AHCPOAHOCTE NO Macce 1820+£75%. 220 £ 15 % CooTteercrayer
Motepn & macce npu aeicywmsarmn % He 6onee 8.0 % 3.2
PacTeopenue % Cpega ¢ UCKYCCTBEHHDIM XENYAOUHBIM COKOM,
pH 1,2: makc: 1
- He Honee 10 % qepes 2 4 CooTtaeTcreyer
% doccaTHeIR Bydep, pH 6,8 35; 33; 34;
- 20-40 % uepes 30 MuH 32: 35; 34
% - 60-80 % uepea 24 70; 70; 69,
70; 72; 12
% - He menee 80 % (Q)uepes 5u 98; 97; 97,
96; 97; 99

Moctopoknne npumecu
LEIITOKCATAMCYNOINH % He Bonee 0,2 % <0.04

B0 eAUHNUHOR % ne Gonee 0.2 % ' < 0.07
HEUABHTUADNLNPOBAHHONA NPUMECI

Veanrvini - % on Heeden Grabtd » S tresden © Aansgereht Dresden CHRIG 24205 -
Geschuitsfitirer D, Featecseo Mezobe, D fasguate Scoadne, Pene Sagechs

Crpanuiuya 1t na 2
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fpocnocuH ", Kancynbl KKIEHHOPACTROPUMbIE NPONOHIKPOBAHHOIO NENCTBURA 0,4 mr

Ne cepun.:

NaTa narorosnexHus:

Cpok roAHOCTK:

Ne ceprudmrara:

LaTta anannsa:

Homep npoaykra:

o6LeM cepwu (KONMUECTRO YAAKOBOK):
Le#crayowee BetecTBo:

98029

11/2019

1112022

128407; 30000194076
11.03.2020

01401430

27001

Tamcynosuna rugpoxnopun

NpouzzoauTent AelicTBYyiOWero BeuecTaa: GUHTOH Cp.o. Yexua

lMapameTtp €a. Tpe6oBarue Pesynerart
CYMM3 HENAEHTUINUMPOBAHHBLIX % He 6onee 0.3 % < (.07
npumecen
cymmMa scex npuMeceit % ve 6onee 0,5 % <0.07
OAHOPORHOCTL SO3NPOBAHUA % Ot 85 % o 115 % QT 3aAanesxoro Caootesrctayer
coAepXaHua
KonwnueciaeHHoe onpenenende mr 010,38 — 0,42 mrikancyna (.41
(95,0 — 105,0 % OT 3aABNEHHOro COABPKIHUAY
MukpoGuonorudeckas YCToTa
O6tee konuuecTao aapobHex ue 6cnee 10°KOE B 17 < 10
MUKPOOPraHU3Maon
Ofee KOMMYECTBO APONCKEBBIX He Bonee 10°KOEe 11 < 10
Escherichia coli Otcytcrene 8 1 r CooTeercTbyeT
Salmonelia Qrtcytcreve 8 10T Cooraercrayert
Ynakasxa Mo 10 xancyn 8 Gnucrep u3 Cooteetcreyet
NBXM3/MNBAX/HoNLM aNIOMUHUEBCH.
No 3 6NUCTEPOB BMECTE € UHCTPYKUWEN No
MEAMLNAHCKOMY NPUMEHEHUIO NOMEWAT B
KAPTOHHY NaYKy.
Mapxuposka B cooraeTtcTend ¢ Hfl, paspen Mapkmposka, CooTsetcTeyeT

uam. Na2

HopMaTUBHaR ACKYMEHTAUMAL nnN-000832-131016 ¢ uam. N2 1-2

MpoayKT nitoToaner W UCNBITAH B COOTRETCTBUU © Tpe6osanuamu GMP. Cepun no BCeM
napameTpam COOTBETCTBYeT TpeGoaaHuAM cneuundukatiun 1 Gointa BoinyllleHa

yl’lD.ﬂHOMO‘leHHbIM NUUOM.
Lol
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Remy P

Vienapunn — Gou Xedaek M6X
YnondomovexHoe nuuo

Apeases, 09.04.2020

Vewiini - Ven flecden Gabfl - G Decaaen s Satpeneht Dresden HIRI 24208
Cieschitisdahnee, D Frangeses sizsabs, (0 Casuatte Scotdie, Pieca Baracely
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