W 000 bepnur-Xemn/A. MeHapuHNn
Vi

MNOATBEPKAEHHUE COOTBETCTBUSL

Ne TIC-11504A
Toprosoe HauMeHOBaHHE L-Tupokcun 50 bepann-Xemu
MexayHapoaHOe HENAaTeHTOBAaHHOE HAMMEHOBAHHE JIeBOTHPOKCHH HaTpHA
(rpynnMpOBOYHOE KM XMMHYECKOE)
JlexapcTBenHas gopma TabJeTKH
Jo3upoBka 50 Mkr
®opma BITyCKa 25 wr. - OnucTepsl (2 WT.) - NaYKK
KapTOHHEIE
Howmep cepun (naptun): 11504A
O6beM cepun(napTiu) 157 392
JaTa npousBoacTBa 01.02.2021
["'oaeH o 01.02.2023
Haumenosanue u  anpec npoussoautens (¢ | [poussoaurens-
yKa3aHHeM CTaJHH NPOU3BOJICTRA) bepnun-Xemu Al',["'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Breinyckarwmmii KOHTpPobL KauecTBa-
bepnun-Xemu AT, 'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u 1aTa perucTpallHOHHOTO VAOCTOBEPEHHS [T N008963 ot 28.02.2011
Jara nepeodopmienns 18.06.2018

Homep 1 1aTa HOpMAaTUBHOM JOKYMEHTALMK ITN008963-180618 ,uzm.Nel

HaumenoBanue " aapec aep:arens | bepaun-Xemu Al 'epmanus

PErucTPaLMOHHOIO YA0CTOBEPEHHSA Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii JokyMenT noareep:kiaer:

-JaHHBIA JICKapCTBEHHBIH mpenapar coorBerTcTByeT 61-O3 «O6 obpaleHHH NeKapcTBEHHBIX
CpeNCTB...»,

-Cepusl JIEKAPCTBEHHOIO MpernapaTta COOTBETCTBYET TPeOOBaHMSM, YCTAHOBJIEHHBIM MPH €ro
rocy/JJapCcTBEHHOM perucTpauuu

g

4= Coxonos BJI.  26.05.2021
(roanuce) (nata)

000 “BepnuH-Xemu/A. MeHapuun”

HOpuaundeckmin agpec: Poceun, 123317, r. Mocksa, MNpecHerckan HaGepexnas, 4. 10
Movrosbin agpec: Poccwn, 123317, . Mockea, MNpecHenckan Habepexnan, 4. 10
Tenedpor: +7 (495) 785-01-00, chake: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpopaykT:

Koa npoaykra:

Ne cepuu:  11504A

fara usroroenenus: 02/2021

[lata Buinycka cepuu: 05/05/2021
HopmartieHas gokyMeHTaums:
INexapcTeeHHan copma:
HeicTRyOWEee BEWECTRO:
MpoussoanTens AERCTBYIOWErD BellecTRa:
OBvem cepur (KONUUECTBO YNAKOBOK):

Mok alarenk

Onucanue

CpepHnas macca 52.00mMr+ 7.5 % 53.39 mr
OAHOPOAHOCTEL No Macce 18/20 TabneTok - He Gonee + 7.5 %: CooTBeTcTByeT
2/20 Tabnetok - He Gonee + 15 % oT cpeaHel Macchl
Pacnanaemocts He Gonee 10 munyT 2. MUH
Pacrsopenue He meHee 75 % (Q) nesoTupokcuHa HaTpua Yepes 101. %
30 mMuH.
MNoTeps B Macce npu BbICYLUMBAHIK He Bonee 7.5 % 29 %
OAHOPOAHOCTL A03MPOBAHNS MapameTp npuemnemocTy 4ns 10 84UHML ROIMPOBAHUS 2.2
S 15,0, NapameTp npuemnemocTi AnA 30 e4uHiLy A03UPOBAHUA S
15,0 v HY OAHA M3 €AVHNU AC3VPOBAHNA HE MeHee < 0,75 M u He
Gonee > 1,25 M
MoanuHHoCTe JlesoTupokcuH (B3XKX) Bpema yaepxuBaHua OCHOBHOIO NUKA HA XPOMATOMPAMME NonoxuTtensxo
WCNbITYEMOrc pacTecpa AOMKHO COOTBETCTBOBATL BPEMEHU
YAEDXnBaHWA OCHOBHOID NUKA Ha XpoMmarorpamme CTaHAapTHoro
pacTeopa NeBOTUPOKCHHA,
PoacreeHHble npumec
3,5-[Aui0TMPOHIUH He Gonee 0.2 % < 0.15 %
JNInoTUpOHWH He 6onee 1.0 % < 01%
3,3",5-TpuinoaTup oHmH He Gonee 0.3 % . < 0.15 %
3,3',5,5'-TeTpaitoaTupoykcycHan He Bonee 1.0 % < 013 %
KucnoTa
3,3',5,5'-TerpainoaTvpomypassuHan He Gonee 1.0 % < 015 %
Kwcnora
NicBan eguHnHan He 6onee 0.5 % 0.21 %
HEUABHTUIMLUPOBAHHARA
npuMech
Cymma HeuaeHTUDULIMPOBAHHBIX He Gonee 2.0 % 02 %
npumecei
Cymma BCEX NnpuMmecen He Bonee 5.0 % 0.2 %
MukpoBuonoruyeckas uucToTa
O6wee yucno aspobHbix He Bonee 10° KOE & 11 < 10.
MWKDOOPraHMIMoB
OBuee YMCN0 APOHOKEBLIX U NNECHEBLIX He Gonee 10°KOE & 11 < 10,
rpubos
Escherichia coli OrtcytcTBue 8 11 CooTeeTcTayeT
KonuyecTeenHoe onpeaenexue 80.0 — 105.0 % oT 3a9BNeHHOro cogepaHua 101.5 %
JleBOTUPOKCHH HATPUA (o7 45.0 A0 52.5 MKr NEBOTUPOKCHHE HaTpWA B TabneTke)
Ynakosxa Mo 25 TabneTok B KOHTYPHYIO AYBAKOBYID YNIAKOBKY CooTseTcTByET
(Bructep) [donsra anloMuHUeBas/bonbra anioMuHuesan).
Mo 2 6nucTepa € MHCTPYKLMEN NO NPUMEHERWIO B *
KapTOHHOW Navke.
Varsitzender des Aufsichisrates: Dr. Alberto Glovanni Aleotti - Vorstand. Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abef - Postanschrift: Berlin-Chemie

BERLIN-CHEMIE
MENARINI

Certificate of Analysis
L-Tupokcun 50 Bepnun-Xemu
F132431

M NOOB963-180618 ¢ wvam. Ne1 oT 18,10.2019
Tabnetku, 50 Mxr

JleBoTUPOKCHH HaTpUs

Mentugo Ma6X, Mepmanus

167392

Cneyndukayus

Kpyrnele cnerka soinyknbie Tabnetku 6enoro uniu 6enoro
CO Cnerka WenTosaThiM OTTEHKOM LIBETA, C PUCKON Ha OAHON
CTopoHe W ThcHenuem "50" Ha apyrov

AG, 12485 Berlin - Tel +498 3

Cepruthuxar ananusa

loaex go: 02/2023

»

Pesynerar
Kpyrnbie cnerka seinyknsie Tabnertku
Gencro co cnerka Xenrosarsim
OTTEHKOM UBETA, C PUCKOR Ha OfHOW
CTOpOHE U TUCHEHUEM "50" Ha Apyrod

0 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolie).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat 7 Certificate of Analysis
MpoayxT: L-Tupokcun 50 Bepnun-Xemu
Koa npopyxra: F132431

Ne cepuu; 11504A

Mapkuposxa

1) NepsuynHas ynakosxa

Ha GnucTepe Ha pycckom A3bike yKasbigawT:
HauMeHoBaHne HUpMbI-NPOU3BOAUTENA

norotun «BERLIN-CHEMIE/MENARINI» (a natusuue)
TOProBOE HaAUMEHOBaHWe NpenapaTa

MeXJyHapogHoe HenaTeHTosaHHoe HanMeHoBaHue
nekapcTBeHHYo hopmy

A03INPOBKY

Ne cepun:  11504A

loaen go: 02/2023

HEBW/MMbIN 3HAK 3aLWMThI

2) BropwuHas ynakoska

Ha kapToHHOI nauke Ha PycckoM sabike yKaibiBaoT:
HaUMEHOBaHKE (DUPMbI-NPONIBOAUTENS, CTPaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha naTuxuue)
TOProBoe HauMeHoBanwe npenaparta

MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBAHWE
NexapCcTBEHHYI0 hopmy, noauposky

KonuMYecTeo TabneTok B ynakoaxke

cnocoB npumeHeHns:

COAEPKaHWe AENCTBYIOLLEro BELIBCTRBA B OAHOIM TabneTie

YCNOBWUA XPaHEH!A
"CofinionaTs UHCTPYKLMK MO NPUMEHEHUIO NPENapaTa, KOTOPas HaxoAWTCA BHYTPW ynakoBku'"
"lexapCTBeHHOE CPeACTBO XPaHUTL B HEAOCTYNHOM Anst aeTei mecTel”

PEruCTpauMoHHLI HOMED

YCNOBWA OTNyCKa

Ne cepui:  11504A

Aarta uarotosnexns; 02/2021

lopew po: 02/2023

WTPUX-KOZ

HEBWAMUMBIH 3HaK 3aLUATH

NPOU3BOACTBEHHbIA KOA

ITUKETKA KOHTPONA NEPBOTO BCKPLITUA

cpeacrea MAEHTH(bMKaLiHH CUCTEMbI MOHWUTOPWHIa ABvxeHusn NekapcTeeHHbIX npenaparTos
ApaHeHue

CpoK rogHocTH

Ceprudukar:
BbileykasaHHas cepis 0TBeHaRT TRRGOBAHMAM HOPMATUBHON AOKYMEHTALMM,

L. Tibor Milka

YNonHOMOUYEHHOE NULo

ti - Vorstand: Or

amie AG, 124

& Dr. Alberto Giovar
a Abel - Postanschrift: B

Vaorsitzender des Aufsich
Dir. Attilic Set

Ceprughukar ananusa

Pe3yneTarhl

Bepnun-Xemu AT, Mepmanua
BERLIN-CHEMIE/MENARIN|
L-Tupokcur 50 Bepnux-Xemu
FleBOTUPOKCHH HaTpUst
Tabnerku

50 mkr

uwMeeTca

BepnuH-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
L-Tupokcud 50 BepnvH-Xemu
NeeoTupokenH HaTpua
Tabnetku, 50 mrr

50 rabneTok

Ana npuema BHYTpb

B 1 TaBnetke copepuurca
NeBOTURCKCUHA HaTpuA 0,05 Mr.
XpanuTe Npu TEMNEpaType He Boiwe 25°C
yKasaHo

yKa3aHo

M N0O0B963

Mo peuenry.

umeeTcs
UMEETCA

UMEETCA

HE UMEBTCA

umeaTcs

Mpu TemnepaType He Bbiwe 25°C
2ropa

sca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
in - Tel. +49 30 6707-0 (Zentrale), Fax +48 30 6707-2008 (Qualitdtskontrolle),



