M O0O0 bepnumH-Xemu/A. MeHapuH1

HNOATBEPKJAEHUE COOTBETCTBH

Ne JIC-23014A

Toprosoe HaHMEHOBaHHE bpomrexcun 4 bepaia-XeMu

Me:xaynapoHoe HellaTeHTOBaHHOE HaUMEHOBaHHUE Bpomrexcun

(rpynnupoBoYHOE WIH XMMHYECKOe)

JlekapcTBeHHas hopma pacTBoOp 1711 IpHEMa BHYTPb

Jlo3npoBka 4 mr/5 mn

@opma BBIIIyCKa ¢hnaxon, 60 M1, MepHas JTOXKKa, ITauKa
KapTOHHas

Homep cepuu (maprum): 23014A

O0BeM cepun(mapTHH) 44 880

Jlata npou3BoIcTBa 07.2022

loxen 1o 07.2025

HanMenoBanwe u  ajgpec NpousBoauTens  (c IIpoussoaurens-bepnnn-

YKa3aHHUEM CTaJUH IIPOU3BO/CTBA) Xemu Al 'epmanus  (Glienicker Weg

125, 12489, Berlin, Germany
Beinyckarouuii KOHTPOJIb KayecTBAa-
Bepmuu-Xemu AT, I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany
Homep 1 naTa perucTpalldOHHOIO Y0CTOBEPEHH S IIN013480/01 ot 22.08.2011
(Hara nepeodopmiaenus 11.06.2019)
Howmep 1 1aTa HOpMaTHBHON JOKYMEHTAIMH TTNO013480/01-110619, n3am.Nel
HaumenoBanue H ajpec JeprKaTes bepnnu-Xemu Al',I'epmanus
PEerHCTPAallMOHHOTO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimuuii 10KyMeHT NOATBEp /KIALT:

-IlaHHBIH JIeKapCTBEHHBIH Ipernapar coorBercTBYeT 61-P3 «OO6 obpameHuH J1eKapCTBEHHBIX
CPEACTB...»;

-cepusl JIEKapCTBEHHOIO IIpernaparta COOTBETCTBYET TpeGOBaHMSM, YCTAHOBIEHHBIM IPH €ro
rocy1apCcTBEHHOH pETUCTPALIH

e (o

QHAPHHH» et d PyéaHOBa T.B 29.08.2022

(nozmues) (mata)

000 “BepnuH-Xemu/A. MeHapuHu"

HOpuauyecknia agpec: Poccus, 123317, . Mocksa, MNpecHerckana HabepexHan, 4. 10
MNoutoBsiid anpec: Poceus, 123317, r. Mocksa, MNpecHexckan HabepexHan, 4. 10
Tenedon: +7 (495) 785-01-00, cakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Vorsitzender des Aufsic
Dr. Attilio Sebastio - Post,

Analysenzertifikat

Mpogayxr:

Kop npogykra:

Ne cepum:  23014A

[ara warorosnenus: 07/2022
Rara seinycka cepun  22/07/2022
Hopmatuenas AOKYMEHTAUMA:
Nexapcreennan thopma:
LedcTeyowee sewecrso:
MpoussoauTens AencTeyouera
BellecTsa:

OBwam cepum (konuuecTso):

MNokasarens,
Onucanve

W3enekaembiin ofuém
HAonycrumoe otpuyarenshoe
pH

OTHocuTensHan nnoTHocTs

Nognuutocts
Bpomrekcuna mapoxnopug

Nponunexrnukons

Pogcteentbie npuveck {BIXX)

npumecs E
nbas eMHUYHas
HEMASHTMDMUMPOBaHHERA NPUMEech
Cymma HEMAEHTUDMLMPOBAHHBLIX
npumecei
Cymma npumecei
Muxkpobuonarnueckan “MCTOoTa
OKAM
oKanr
Escherichia colf
KonuuectaenHoe onpejeneHue
Bpomrekeuna rMapoxnopug
Mponunenrnukons
Ynakosxa

e ——————

htsrates: Dr. Alberto Giovanni Aleotti -
anschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 30 6707-0 {Zentrale

MENARINI

Certificate of Analysis

Bpowmrekcuu 4 Bepriun-Xemu
F145510

M1 N013480/01-110618 ¢ uam, Net or 07.02.2022
Pacteop ans npuema BHYTpb, 4 Mr/5 mn
Bpomrexcuxa rapoxnopun

"Ben Netpoxem ang ®apma (Mraun) Nar. Nitg "

44880

Cne HKBLUS

Npospaunan Gecusetras cnerka srakan KUAKOCTb ©
XaPaKTepHbIM abpukocoBsiM 3anaxom

He meHee 60 mn
He Bonee 4.5 mn

01308045
1.14 £ 0.02

BOXX: Bpema yaepxusanns OCHOBHOIO NWKA Ha
XpOMaTOrpamMmMe MCALITYEMOTO PacTEopa A0MKHO
COOTBETCTBOBATL BPEMENM YABDKUBAHUR OCHOBHOTO

BERLIN-CHEMIE

Cepruguxar ananuza

loaew go:  07/2025

Peaynwrar

npospayHan BecuseTtHas cnerka
BABKAA KUAKOCTb C XapaKTepHbiM
abprkocosbiM 3anaxom

62. mn
0.0 mn
3.7
.15

nuKa

Ha XpOMATOrpamMme CTaHAARTHOro pacTeopa GpoMrexcuta

rupoxnopuaa.

IX: Bpems ynepxvsanig 0cHoBHOMG mika Ha
XPOMATOrpaMMe CTIbITYEMOro PACTBOPA ACTKHO
COOTBOTCTBOBATL BPEMEHU YASPHUBAHIA OCHOBHONG
Ha XpomaTorpamme CraszapTHoro pacTteopa
MPONUAEHT KOS,

He Gonee 1.0 %
He Bonee 0.2 %

He Bonee 0.5 %
He Bonee 1.5 %

He Bonee uem 10° KOE/un
He Gonee yem 10% KOE/Mmn
Oteytetayior B 1 Mn

3.8 no 4.2 mr/s mn
1125 an 1.375 t/5 mn
Mo 60 mn pacteopa so QNAKOHBI TEMHOIO CTEKNE ©

NONOXUTENBLHO

nuka

NONOXUTENLHO

0.17 %
Yo

< 010
o
< 0.10 X
017 %

< 1. KOE/mn
< 1. KOE/mn
cooTBETCTBYET

4.0 Mr/5 mn
1.284 r/5 mn
cooTBETCTBYET

3ABUHUNBAIOLLIENCA NNACTMACCOBOR UMK ANOMUHUEBOR

npoBkoi ¢ ynnotHurensHok NPOKNAAKOA W CucTeMOn
KOHTPONA NEPBOro BCKPLITUS.
Mo 1 chnakoHy & komnnekTe ¢ MEPHOWN NOMKON 1

MHCTPYKLIMEN NO NpumeHeHuo npenapara B KapToHHON

naudke,

Vorstand: Dr. Luca Lastruce { Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

), Fax +48 30 6707-2008 (Qualitdtskontroile).



Analysenzertifikat Certificate of Analysis
Npoaywkr: BEpomrekcun 4 Bepnun-Xemu
Koa npoayxra: F145510
Ne cepum: 230144
Mapkupoaka

1. Nepouynas yfiakoska nekapcraentoro npenapara.

Ha atviketre dinakona va CCKOM A3LIKE YKA3LIBAIOT

HanmeHosaHue cbwpmm—npouaso,qmenn. CTpaHy

noroTUn «BERLIN»CHEMIE!MENARINI» (Ha naturuye)

TOProsoe HauMmeHosanne npenapara ®

MeXAyHapogHoe HenateHToBakHHOR HauMeHoBaHue:

KONWYECTBO npenapara so $nakore (8 munnun UTpax)
NEKAPCTBEHHYIO hopmy, ARO3MpoEKy

Cogepxanue AGACTBYIOLIErD BeLECTRa & 5 mn (1 mepkan NOMKa} pacTeopa
Conepwanue copButona s 5 mny (1 mepran nowxa) pacreopa
YCNOBWSA XpaneHua

"Mocne BekpbiTua tbnakcHa MENONL30BaTL B TeYeHue 3 mecayes"
“Cobniogars NPUNOKEHHYIO UHCTPYKUMIO No NpUMeHeHuo npenaparta”
Nekapcreenoe cpegerao XPaHWTL B HeAOCTYNHOM AnA AeTei mecte!”
Ne cepum: 230144

Hara warorosnesus: 07/2022

Fopen go.  07/2025

"Orxaprusaiowee MyROnuTUYECKOR CpepcTo”

"He conepwur cnupra”

Hesuaumbii anax sauure:

2. BropuuHas ynakoska

Ha xapronnoi NayKe Ha PyCckom Rabike YKa3blBaKT:

HauMeHoBaHne q:upmm»npou;ao,qmenn, Crpamy

horotun «BERLIN-CHEMIE/MENARINI» (Ha naruxuye)

TOproBOe HaUMEeHOBAHWE Npenapata ®

MEXAYHAPOAHOE HenaTeHToRaHHOe HauMeHoBaHue:

KonuJecTso npenapara s YNAKOBKE (B8 MUNAUNUTPax)

Copepwative AeicTBYIOWEra Bewecrea 8 5 mn (1 mepran NoXKa) pacTsopa
Conepxanne copGurona s 5 mn (1 MepHan noxxa) pacreopa
NeKkapCTBerHyio iopmy, Ao3uposky

YCNOBUA XpaHeHmn

YCroBua oTnycka

"Mocne sekpbimua thnaxkoma ucnonsaosars s TeyeHue 3 Mecayes”

«Cobniogars MHCTPYRUMIO NO NpuMeHeruio fipenapara, koTopas Haxogures BHYTDM ynakoskus

«llekapcraennoe CPEACTBO XpaHWUTL B HeAROCTYNHOM AnA feted mecreln
PeruCTpaymMomHLIh Homep

Ne cepuu:  23014A

Aara waroTosnenus: 07/2022

Fogen no:  07/2025

WITPUX-KOA

Cnocod npumeHeHus

"Orxapkmeaniyee MYKONMTUYeckoe cpegcrag”
"He cogepmur cnupTa”

HeBuanumbin anak 3aUATEI
Mponssoacreenibi Ko

SukeTka kouTpons NEPBOro BCKPLITUA

Cpeacreo MaeHTUDMKAUMN CuCTeMb MOHWTOPUHIE ABUKEHNA NEKApCTBEHHOMO npenapara

Xpaneune Mpu Temnepatype ue swile 25°C
Cpok rogrocTy 3roaa
3 Mecsiua nocne nepeoro BCKPBITURA hnakoHa
Ceprudpukar:
Boiweykazatnan Cepun oTBeqaeT TpebosaHuam HOPMaTUBHOM AoKyMEHTALMM,

Dr. Narb Stang

YnonHomouexHoe Wlo

BERLIN-CHEMIE
MENARINI

Ceprucuxar ananuza

Pesynprar

Beprvn-Xemu Al I epManns
BERLIN-CHEMIE/MENARINI
Bpomrekcut 4 Bepnun-Xemu
Bpomrekcuq

60 mn

Pactsop ans npuema BHYTPL, 4 Mri5 mn
4 mr

200r

Xpakuts npu Temneparype He Boilue 25°C
ykaldaHo

YKa3aHo

ykasaHo

yKazano
ykasaHo
He umeerca

Bepnur-Xemn Al', I'epmanung
BERLIN-CHEMIE/MENARIN|
Bpomrercun 4 Bepnun-Xemu
BpomrexcuH

60 mn

4 mr

2,00r

Pacraeop ans npuema eHyTpb, 4 mr/5 mn
XpaHuTs npu Temneparype He soilwe 25°C
Ges peyenra

ykazawo

yKasano

yKkazaHo
1 NO13480/01

umeeTcs
Ana npuema BHYTDb
yKkazawo

ykazaHo

meercs

uMmeesTes

HE UMeaTcA

wMeeTcs

¥y gt
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- Fax 030157

Vorsitzender des Aufsichisrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Atillio Sebastio - Postanschrift: BERLIN. CHEMIE AG, 12485 Berlin . Tel. +49 30 6707-¢ {Zentrale), Fax +49 30 6702-2008 (Qualits tskontrolie).
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