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BEPJ/INH-®APMA
MEHAPUHUA

NOATBEPXAEHUE COOTBETCTBUA

Ne 292 - 2026

Toprosoe HauMeHoBaHue

Tmubomet®

MexayHapogHoe
HenaTeHTOBaHHOe HaumMeHoBaHue

MmwbeHknamug + MetdopMuH

dopma Bbinycka

TabneTku, MOKPbITbie NNEHOYHOW oGonoykon, 2,5 mr + 400 wmr
(koHTypHan sAvYelkoBaa ynakoBka (Bnuctep)) 20 x 2 (nauyka
KapTOHHan)

Homep cepum 0030326
s e
[lata usrotosneHus 23.03.2026
Cpok rogHocTH 23.03.2029

Mpon3BoAcTBO roTOBOV
neKkapcTBeHHO dhopmbl

3akpeiToe akumoHepHoe obuecTeo «bepnuH-Papmay, Poccuiickas
degepauunsn
248926, Kanyxckas obnactb, r. Kanyra, 2-# AsTomobunbHblid npoesg, 4.5

MepBuyHas ynakoska

3akpbiToe akumoHepHoe obuecteo «bepnuH-Papmar», Poccuiickas
depnepayms
248926, Kanyxckas obnactb, r. Kanyra, 2-i1 AsBTomobunbHbIi npoesg, 4.5

BropuyHaa/notpeburensckas
ynaxoBka

3akpbiToe akuvoHepHoe obwecTeo «BbepnuH-Papmar», Poccuiickas
degepayus
248926, Kanyxckas obnactb, r. Kanyra, 2-it ABTomobunbHeblil npoesg, A.5

Mpoussogutens (BeinyckatoLwyuii
KOHTpOMb KavecTea)

3akpbiToe akuyuoHepHoe oblecteo «bepnuH-Papmar», Poccuiickasn
depepauns
248926, Kanyxckasa obnacte, r. Kanyra, 2-it ABToMoBuneHbIn npoesg, 4.5

Homep v gara peructpaumnoHHoro
YAOCTOBEPEHMS!

NN-Ne(006792)-(PT-RU) ot 05.09.2024

HanmeHoBaHwe u agpec
gepxarensa perncTtpaulloHHOro

Naboparopus N'yupotTn C.n.A., Utanus,
Via Livornese 897, 56122 La Vettola, Pisa, Italy

HopmaruBHas goKyMeHTauus

NN-Ne(006792)-(Pr-RU)-050924

HACTOALMM AOKYMEHTOM Mbl NOATBEPXOAEM:

- NPOM3BOACTBO, XPaHeHWe W KOHTPOMb BbIWEYKa3aHHOW Cepun roTOBOW MpOAYKLMKA OCYLECTBNEHbl B

YnonHomMo4eHHoe nnuuyo

CeeaeHuna of aTTecTayum

Mpukas Muxsgpaea Poccuun Ne 146 N e,
ot 02.03.2026

cootBeTcTBUM ¢ TpeboBaHuamu pewweHns CoeeTta EBpaawucxom 3KOHOMMYecCKoih komuccum ot 03.11.2016
N 77 «06 yreepxaeHun [lpasun Ha,qnemameiﬁ&npmaso,qcmemom npakTukun  EBpasuiickoro
3KOHOMMWYECKOTO COHO3a» 20 /

cepus NEKapCTBEHHOro npenapata cgﬁ‘o?aeTcrayET \e\ﬁdaaHmnM YCTa@HOBMEHHLIM  MpU  €ro
rocyfapcTBeHHON perucrpavum J,f x/ _

KaTaesa E.M.

LL Y REE.

Aata

CrpaHunua 1 u3 1

3A0 «bepnuH-®apmanr, 248926, r. Kanyra, 2-it ABTomoBunbHLIR Npoesa, a4. 5 OlPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, chaxc: +7 (4842) 909-501 KMrn: 402901001



 BEPJINH-®APMA
MEHAPUHHA

MACIMOPT Ne 292 — 2026

HaumeHoBaHue

FnubomeT®, TabneTkun, NOKPLITLIE NIIEHOYHOW 060M0YKOI, 2,5 Mr + 400 Mr (xoH-
TypHas A4YeWKoBas ynakoBka (6nuctep)) 20x2 (nayka KapToHHaRA)

Homep cepun 0030326 Konuiectso noTpeb. | 44 499
yMakoBOK B cepuu
[aTa usrotoeneHus 23.03.2026 FogeH oo 23.03.2029

lNpon3BoacTBO roTOBOW NEKAPCTBEHHON hopMBbI

3A0 «bepnuH-®apmay», Poccuiickan degepauus

FepsuyHasn ynakoeka

3A0 «bepnuH-dapma», Poccuiickan depepauus

BtopuuHas / notpebutensckas ynakoska

3A0 «bepnuH-Papma», Poccuiickan degepauus

MpousBoauTens (Beinyckatowwidi KOHTPONb KayecTea)

3A0 «bepnuH-Papma», Poccuiickan deaepauus

AHanus BbINOMHEH MO

HJ JMN-Ne(006792)-(Pr-RU)-050924

Ycnoust xpaHeHus: Npu Temnepatype He Boiwe | flata  NpOBEAGHAS | o4 04 2026 — 08.04.2026

30°C aHanusa
MNMokasartenu Hopmbi PesynbTtathi

Onucaxne Kpyrneie gBosikoBeinykneie Tabnetku, | Kpyrnble ABOAKOBLINYKNbIE TABNETKY, NOKPLITEIE NNEHOYHOM
nokpeITele NNéHouHol obonoukoit, 6e- | obonoukoil, Genoro UBETa C rPaBUPOBKOIA «2,5» Ha O4HOM CTO-
noro unv noyTti Benoro UseTa ¢ rpaBu- | POHE W PUCKOI MEXAY rpasuposkamin «B» u «1» Ha Apyroil
poBkOl «2,5» Ha OAHOA CTOPOHE U | CTOpPOHE.
pPUCKOA mexay rpasupoBkamu «Bx» u
«1» Ha ApYroi CTOpoHe,

WperTudmrkauws:

- Metchopmuna rugpoxnopug,

- Cnnbexknamma

Bpems yaepKMBaHWA OCHOBHOTO Nuka
Ha Xpomarorpamme ncnbITyeMoro pac-
TBOPa AOMKHO COOTBETCTBOBATh Bpe-
MEHW YAEPKMBAHWS OCHOBHOTO NUKa
Ha XPOMATOrPamme CTaHAapTHOro pac-
TBOpa MeTdopMiHa rMApoXnopuaa.

Y®-cnekTp, CHATLIA B MakCUMyme oc-
HOBHOro nuka B 06nacTu ANWH BOMH OT
200 ao 400 HM, AOMKEH COOTBETCTRO-
BaTb Y®-CnekTpy, CHATOMY B MaKcu-
MyMe OCHOBHOMO MNWKa Ha Xxpomarto-
rpamme CTaHAapTHOro pacrteopa MeT-
thopmuHa rugpoxnopuaa, nNo Nonoxe-
HUIO MaKCUMYMOB 1 MUHUMYMOR NOrNo-
LUEHHSA.

Bpems yaepmuBaHMA OCHOBHOMO nuka
Ha XpoMaTorpamme UCMbITYEMOrC pac-
TBOpa AOMKHO COOTBETCTBOBATL Bpe-
MeHH! ynepxmaaum OCHOBHOIo nwka
Ha XpomaTorpaMme CTaHAapTHOro pac-
TBOpa rnubeHknamuaa.

Y®-cnexkTp, CHATLIA B MakCUMyMe oc-
HOBHOro nuka B obnactu ANWH BONH OT
200 ao 400 HM, AOMKEH COOTBETCTBO-
BaTb Y®-CnekTpy, CHATOMY B Makcu-
MymMe OCHOBHOrO MUKA Ha XPOMATO-
rpamme CTaHaapTHOro pacrteopa rim-
BeHknamuaa, No NONOKEHUIO MaKCUMY-
MOB U MUHUMYMOB NOTNOLEHNA.

Bpems yaepxuBaHnsa OCHOBHOTO NWKa Ha XxpomaTorpamme uc-
NBITYEMOrO PacTBopa COOTBETCTBYET BDEMEHUN YA EepPKUBAHUA
OCHOBHOrO NUKa Ha XPOMAaTOrpamMmmMe CTaHAAPTHOrO pacTeopa
MeTdopMUHa rMapoxXnopnaa.

Y®-cnekTp, CHATEIA B MakCUMyMe OCHOBHOrO nuka B obnactu
Anud BonH oT 200 go 400 Hm, cooTBeTcTEyeT Yd-cnekTpy,
CHATOMY B MaKCUMyMe OCHOBHOTO MUKa Ha XpoMaTorpamMme
CTaHAapTHOro pacTeopa MeTchopMuHa ruapoxnopuaa, no no-
TIOXKEHUIO MaKCUMYMOB ¥ MUHUMYMOB NOTNOLLEHVS.

Bpems yaepxueaHua OCHOBHOIO NWUKE HA2 XpOMAaTOrpamme Wc-
NLITYEMOro pacTBopa COOTBETCTBYET BPEMEHW YACDKUBAHNA
OCHOBHOIO NWKa Ha XpoOMaTorpamme CTaHAapTHOTO pacTeopa
rnuwbexnknamuaa.

Y®-cnekTp, CHATLIA B MaKCUMyMe OCHOBHOTO nika B o6nactu
AnuvH BonH ot 200 a0 400 UM, cooTBeTCTBYET Y®-CcnekTpy,
CHATOMY B MakCUMyMe OCHOBHOrO NWKa Ha XpoMaTtorpaMmme
CTaHAAapTHOro pacTeopa rnubeHKNamMuaa, No NONOXEHWIO MaK-
CUMYyMOB U MUHUMYMOB NOTNOLUEHWA.

CpepgHas macca U 0jHOpOA-
HOCTb Macchl

CpepHss macca TabneTku:
505,0 mr + 5 %;

18/20 TabneTok + 5 %;

2/20 Tabnetok + 10 % oT cpegHeit
MAacChl.

500,9 mr
OTt-1%a0+1%

PacnapaemocTb

He Gonee 30 mux

12 MuH

CrtpaHuua 1 ns 4

3A0 «bepnuH-d®apmar», 248926, r. Kanyra, 2-i ABToMoBUnNbHbIA Npoesa, a. 5 OlPH: 1027739581968
e-mail: reception_kaluga@berlin-chemie.com MHH: 7714033558
Ten.: +7 (4842) 909-500, cbakc: +7 (4842) 909-501 Knrm: 402901001



BEPJINH-®APMA
MEHAPUHMA

MACTIOPT Ne 292 - 2026

v

FnuGomeT®, TabneTku, NOKPbLITbIE NNEHOYHON 06GONOYKO, 2,5 Mr + 400 Mr (KOH-

Haugsliosakie TypHas siveiikoBan ynakoBka (6nucrep)) 20x2 (nauka kKapToHHasn)

Homep cepin 0030326 KonudecTso notpe. | 44 409
YNaKkoBOK B cepum

[ara nasrotoeneHus 23.03.2026 FopeH oo 23.03.2029

MpousBoACTBO rOTOBOI NEekapCTBEHHOI OpMbI

3A0 «bepnuH-dPapmay, Poccuiickas Peaepauus

MepeuyHan ynakoBKa

3A0 «bepnuH-®Papmay, Poccuitckas depnepauus

Bropuuxas / notpebutenbckas ynakoska

3A0 «bepnur-®apmar, Poccuitckas degepauus

MpoussoauTens (Bbinyckalowmii KOHTPONb KayecTsa)

3A0 «bepnux-®apmay, Poccuiickas degepauus

AHanus BbINOMHEH no

HO NN-Ne(006792)-(Pr-RU)-050924

UT e He Bbill
Ycnoeua xpaHeHus I'Ipo i s fara  nposenenns 01.04.2026 — 08.04.2026
30 °C adHanusa
Mokasarenu Hopmbi Pesynbrartbl
Pacreoperue He meHee 80 % (Q) rnubexknamuga n 102 % (rnuGenknamua)
:::cpopmuua TMAPOXNOPKAA Yepes 45 100 % (METCHOPMMHA FMAPOXTOPHA)
Mpumecy CynbthoHamug, - He Gonee 1,0 %; 0,1%
Mioban epnHUuHan HewaeHTduumMpo- | < 0,05 %
BaHHaA npumechb, POACTBEHHaA rnKu-
GeHknamngy — He Gonee 0,20 %;
Cymma npumecei, POACTBEHHLIX K- | 0.1 %
GeHknamuay — He Gonee 1,5 %;
LinaHoryanugux — He 6onee 0,02 %; <0,01%
Noban epuHnunas HemaenTudumpo- | < 0,05 %
BaHHaA npuMmechb, pPoacTBEeHHasA MeT-
tdopmuny — He Gonee 0,10 %;
Cymma npumeceit, poACTBEHHbLIX MET- | < 0,05 %
dopmuny — He Gonee 0,50 %;
Moteps B macce npu Beicywm- | He Gonee 4 % 1%

BaHun

Mukpobuonoruueckasn

yucToTa:

—  OB6wee yucno aspobHbIx
MUKPOOPraHN3MoB

- O6bLee yncno apoxoke-
BbiX U NNecHeBbIX rpubos

— Escherichia coli

Kareropus 3A.
He Gonee 10* KOE B 1 r (mMn)
He Gonee 102 KOE B 1 r (mn)

otcyTcTeue B 1 (mn)

Kateropua 3A:
<10KOE B 11 (Mn)
<10KOE B 11 (Mn)

Otcyrereyer 8 1 r (mn)

OLHOPOAHOCTb EANHNL, 4031~
poBaHmua

AV ana 10 eguHny < 15,0 (L1)

AV ans 30 eauniny < 15,0 (L1) v Hi 04-
HOro 3HaYeHWs WHAMBUAYANBHOMO CO-
AepxaHus B nioboit eguHuLe npena-
parta, kotopoe 6eino 6bl MeHee yem (1-
L2 x 0,01)M unu Gonee yem (1+L2 x
0,01)M. L1 paeHo 15,0 w L2 pasHo
25,0.

2,0 (ana 10 eanHuy) (rnubexknamug)

2,8 (ana 10 eguHuy) (MeTdopmMuHa ruapoxnopua)
- (rnubeHknamug)

- (meTchopmuHa rugpoxnopma)

KonwyecteeHHoe MeTtchopmuHa rugpoxnopug,
onpegenexue OT 380,0 Mr 4o 420,0 mrfrab 388,7 mr/rab.
95 % - 105 % ot 3ansBneHHoro cogep- | 97 %
WaHUA
Fmubexknamng
Or 2,250 mr ao 2,625 mritab. 2,491 mr/tab.
90 % - 105 % ot 3aseneHHoro cogep- | 100 %
HaHWA
Ynakoska Mo 20 TabreTok B KOHTYPHOI# Aueiiko- | Mo 20 TaBNETOK B KOHTYPHON AYERKOBOI ynakoske (BnucTep)

BOW ynakoBke (6nucrep) n3
NBX/M3/MBOX/donsr  anomuHne-
BO#A. Mo 2 Bnuctepa ¢ MHCTPYKUWER no
NPpUMEHEHUIO B xap‘ronuoﬁ nadvke.

u3 NBX/M3/MBOX/donbri anlomuHueBoi. Mo 2 Gnuctepa ¢
MHCTPYKLIMEIA NO NPUMEHEHUIO B KAPTOHHOI Nauke.

Crpanuua 2 us 4

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABTOMOBWNbHbIA Npoean, A. 5

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

OIrPH: 1027739581968
WNHH: 7714033558
KMn: 402901001




BEPJ/IMH-ODAPMA
MEHAPUHHA

MACTIOPT Ne 292 — 2026

FnuGomeT®, TabneTku, NOKPLITLIE NNEeHOYHON 060nouKoiA, 2,5 Mr + 400 mr (KOH-

Haldlenoeanie TypHasa sayelkoBas ynakoBka (6nucrep)) 20x2 (nauyka KapToHHasn)

Homep cepuu 0030326 KORWEQTEo NoRped. 14 429
ynakoBOK B cepui

[ara narotoBnexuns 23.03.2026 FopeH po 23.03.2029

MNpou3BoOACTBO rOTOBOMI NEKapCTBEHHOW QOPMbI

3A0 «bepnuH-®Papma», Pocculickan degepauus

MepBuyHaa ynakoska

3A0 «bepnun-®apmax, Poccuiickas degepauus

BtopuyHas / notpebuTtenbckas ynakoska

3A0 «bepnuH-®apmar, Poccuitckas deaepaums

MNpouseoauTens (Bbinyckalowuii KOHTPONL KaYecTea)

3A0 «bepnun-®apma», Poccuiickan ®egepaumns

AHanu3 BbINONHEH NO

H[ J1MN-Ne(006792)-(Pr-RU)-050924

lMpu Temnepatype He Bbille
YCnoByst XpaHeHus: Py o Aata  MpoBeAeHUs | g4 04 2026 — 08.04.2026
30 °C aHanuvsa
Mokasarenwu Hopmbi PesynbTathi

Ha Bnuctepe Ha pycckoMm Asbike yka- | Ha Gnuctepe Ha pyccKOM A3bLIKE YKa3aHO:

3bIBAIOT:

» noroTun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha nati-
HULUE)

»  TOproBoe HaWMEeHOBaHWe npena- | TOPrOBOE HaWMEHOBaHWe npenapata C NpeAynpeauTenbHoM
para ¢ npeaynpeAwTensHON Map- | MapkupoBKOW®
KMPOBKOW®

»  IpynnUpOBOMHOE HAMMEHOBaHWe | IPYNNUPOBOMHOE HAWMEHOBAHWe

» nexkapcTeeHHyo hopmy nexapcTBeHHas dopma

»  AO3NPOBKY A03MPOBKA

»  Homep cepuw 0030326

» «roAeH A0...» 032029

Mpumeuanue: Ha npousBoAcTBEHHyO | MpumeuaHwue: Ha NPOW3BOLCTBEHHYIO YNAKOBKY

YNaKoBKY MOIYT HAHOCUTLCA:

»  HEBUAWUMBIE 3HAKW 3aLUMTHI HE HaHeceHbl HeBUANMbBIE 3HAKW 3aLMTHI

Ha kaproHHol na4ke Ha pycckoMm | Ha KapTOHHOW Nauke Ha PYCCKOM A3bIKe YKa3aHO:

A3bIKEe YKa3bLIBAIOT!

>  HaumeHoBaHWe hUpMbI-NPON3Bo- | HaumeHoBaHue hUpMbI-NPON3BOAUTENSA, CTPaHA
AWTENA, CTpaHy

MapkvpoBKa »  HauMeHOBaHWe AepXaTens pern- | HauMeHOBaHWe AeparTens PerncTPauMoHHOrO YAOCTOBEPEHIS,

CTPaLUMOHHOrO  YAOCTOBEPEHWA, | CTpaHa
cTpaHy

»  norotun «BERLIN- | norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
CHEMIE/MENARINI» (Ha natm-
Huue)

» TOproeoe HaumeHoBaHwe npena-

paTa c npeaynpesuTenbHon Map-
KNPOBKOWE

rPYNNMPOBOYHOE HAaUMEHOBAHWE
L03UPOBKY

nexkapcTeeHHyio dhopMy
Konu4ecTeo TabneTok B ynakoske

cnocob npuMeHeHus

Y ¥V V.V ¥V V¥

cojepxaHvne 4eicTBYIOLUX BE-
LecTe B OAHON TabneTke

v

YCNOBHA XpaHEeHUs

> «lMepopancHoe  koMBMHWMpOBaH-
HOE TUNOrMMKEMUYECKOE Cpeg-
CTBO»

TOProBOE HAaWMEHOBaHWe npenapara ¢ NpesynpeavTentHO
MapKWpoBKO#H®

rPYNNUPOBOMHOE HaUMEHOBaHWe
AO3NPOBKa

nekapcreseHHas copma
Kkonuuecteo TabneTok B ynakoeke

cnocob npuMeHeHws

coaepxaHve AeicTBYIOWMX BELLECTB B 04HO TabneTke

YCNOBUA XpaHeHns

«MepopansHoe kOMBUHMPOBAHHOE rMNOrNNKEMUHECKOe Cpe-
cTBO»

CtpaHuua 3 us 4

3A0 «bepnuH-®apmar, 248926, r. Kanyra, 2-it ABTomobunbHbIid npoesa, 4. 5

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

OIPH: 1027739581968
WHH: 7714033558
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BEPJINH-®APMA
MEHAPUHH

MACMOPT Ne 292 — 2026

1Vl

R D e FmMubomeT®, TabneTkn, NOKPLITLIE NAEHOYHOMN 060N0YKON, 2,5 Mr + 400 Mr (KOH-
TypHaa AaYeikoBan ynakoBka (6nuctep)) 20x2 (nayka KapToHHasn)
Homep cepiu 0030326 Konuuecteo noTped. | 44 409
ynakoBOK B cepuu
[ara usrotoBneHns 23.03.2026 l"opneH po 23.03.2029
Mpon3BOACTBO rOTOBOW NeKapcTBEHHOMN hopMbl 3A0 «bepnun-®apma», Poccuitckas ®epnepaums
MNeperyHan ynakoeka 3A0 «bepnun-bapma», Poccuiickas deaepaumns
BropuyHas / noTpebuTenbckas ynakoeka 3A0 «Bbepnun-Papmar, Poccuiickan Peaepauus
MpoussoguTens (Boinyckatowwuii KOHTPONb Ka4ecTea) 3A0 «bepnuH-Papmar, Poccuiickas degepauvs
AHanu3 BbINOMNHEH No HO NM-Ne(006792)-(PIr-RU)-050924
Mpu Temneparype He Bbilwe [lata  nposeaeHus
Ycnosust xpaHeHust 4 01.04.2026 — 08.04.2026
P 30°C aHanusa
MokasaTtenu Hopwmbi Pe3ynbraThbl
»  Cobniogate MHCTPYKUMIO no npu- | CobnioaaTh MHCTPYKUMIO NO NPUMEHEHUIO NpenapaTta, KoTo-
MEHEHWIO Mnpenapara, KoTopas | pas HaXOZWTCA BHYTDW YNaKOBKW»
HaxXO0AUTCA BHYTPK YNAKOBKU»
> «XpaHuTe B HEAOCTYNHOM AnA | «XpaHUTb B HEJOCTYNHOM ANA AeTei mecTe!»
Aetei mectel»
» YCnoBuA OTNyCKa ycnosua oTnycka
»  HOMep cepwn 0030326
» Jarty NponsBoAcTEa 032026
» «FOAEH A0...» 032029
»
T LITPUX KOZ LUTPUX KOZ
Mpumeyanue: Ha npowsBoAcTBeHHyl | MpuUMeYaHWe: Ha NPOVN3BOACTBEHHYIO YNAKOBKY
YNAKOBKY MOMYT HaHOCUTLCS:
» HEBUAWMbIE 3HEKW 3aLWWThI He HaHeCeHbl HEBWAWMbIE 3HaKW 3aLlnThl
> NPOU3BOACTBEHHbLIE KOALI HaHeCeHbl NPOM3BOACTEEHHLIE KOALI
» 3TUKETKA KOHTPONSA NepBoro HE HAaHeCeHa 3TUKeTKa KOHTPOMA NEPBOrO BCKPLITUA
BCKPBITUA
> cpeacTea men'mcpukauuu cu- HaHeCeHb! cpeacTBa WASHTNUKaLUN CUCTEMBI MOHWTOPWHIa
CTeMbl MOHUTOPWHrA ABWMEHWA ABWXEHWUA NeKkapcTBeHHbIX npenaparoe
NeKkapcTBeHHbIX Npenaparce
Cpok rogHocTy P \3—_0;:;;&‘ 3ropa
Ze. e Al
Ve << 4\\
3aknroueHue: ¢ gi'/aércmy@r pré'aniﬂuﬂ H[ Nr-Ne(006792)-(PMr-RU)-050924 no Bcem nokasaTensm.
1 " \.b- A -
‘ ! hh;& = [ INIE
HavanbHuk OK f:f! 0 AN ‘, o Marnowsunu A.A. 0 ULl
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