ZAMBON SWITZERL AND Lid.

6814 Cadempino, Svizzera
3AMBOH CBHTLEPJIATYT JItn,
6814 KagesgoHo, Hisefiaps

CONTROIL. QUALITY LABORATORY ANALYSIS Ne: 40000227997 Date: 10.01.2022
JABOPATOPHS KOHTPOJIS Ne anazmaa: 40000227997 Hara: 10.01.2022
KAYECTBA

Mtg. date: 29.11.2021 Exp. date: 11.2024

Jlata marotoraenus: 291 1.2021 Cpox roguocTn: || 2024

PRODUCT: FLUIMUCIL 600 mg effervescent tablets Ne 10

Tpoaykr: @ayasy it 600 Mr TadiaeTky wamyHe Ne 10

L.OT No.: 381051 page 1/6

Cepust No: 381051

ANALYSIS CERTIFICATE
AHAJIMTHUYECKHH TTACIIOPT

TESTS [lokasarean SPECIFICATIONS Chenndimratum RESULTS Pesyabratul
Appearance IWhite round tablets with a rough conforms
surface, with characteristic citric,
slightly sulfuric smell COOTBETCTBYET
Omircanue Beple kpyribie TabueTkn ¢

EPOXOBATOMH OBEPNHOCTRIO, C
NAPAKTCPHBIM JTHMOHHBIM, CJIEIKa
CCPHBIM 3aIlaxoM

Appearance of water solution Slightly opalescence solution with Slightly opalescence solution with
characteristic citric flavour and slightly  characteristic citric Slavour and
OuiicanHe BOIHOTO pacTBOpa sulfuric smell slightly sulfuric smell
Caerxa onazecmpyouii pactsop ¢ Clrerka onazecuupy oupiii
NAPAKTEPHBIM 3aTaX0M THMOHHOTO PAcTBOP € XapaKTePHLIM 3a[laNoM
apoMaTH3IATOPA H JEFKHM CEpHbIM SIHMOHHOTO apoMaTH3aToOpd |
3a1ax0M JCTKHM CePHBIM 3alIaNoM
Identification of Acetvlcysteine corr. to standard conforms
[ToHIOCTE AlleTH IIITCTEItHA COOTBETCTBY €T CTAH,1apTy COOTBETCTBYET
Uniformity of mass 1 9g+3% 1.9 g
1820:-5% conforins
220+ 10.0 %
IYr
OIHOPOAHOCTE MacChl 1.9r+x3% COOTBETCTBVET
1820+ 5%
2720+ 10.0 %
Disintegration Not more than 3 min. conforms
Pacnagaemocth He Goaee 3 yvun COOTBETCTBYCT
pH of water solution From 3,210 4,2 3.9
pIi BogHOro pactBopa 0132 104,2 3.9
Water Not more 0,2% 0.1 %

Bo,a He 6oaee 0,2% 0.1 %



7ZAMBON SWITZERLAND Ltd.

6814 Cadempino. Svizzera
3AMBOH CBHTIEPJIAH]T JITa.
6814 Kagenauato, HIseinapus

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJISI KAYECTBA

Mfg. date: 29.11.2021
Jlata warotoBneHus: 29.11.2021

ANALYSIS No: 40000227997
Ne anazusa: 40000227997

Exp. date: 11.2024

Date: 10.01.2022
JlaTa: 10.01.2022

Cpok roasoetu: 11.2024

PRODUCT: FLUIMUCIL 600 mg effervescent tablets Ne 10
[Ipoaykr: ®aymMymua 600 Mr TaGICTKH WY YHe Ne 10

LOT No.: 381051
Cepus Ne: 381051

TESTS [Mokazatean

ANALYSIS CERTIFICATE
AHAJIMTHUUECKHHA TTACTIOPT

SPECIFICATIONS Cuennggatiny

page 2/6

RESUILTS PesvibTarhi

Related substances
[locToponnse npHMecH
Cysreine
] lnerenn
Cystine
1lnerun
NN -diacetyleystine
N N’-1HaleTHIHCTHH
NS diacetvicysteine
N.S-Hane THALHCTENH
Individual not identified impurity
E muunyitas Hen1enTHd HIHPOBaHAMA
npuMech
Sum of impurity
CvymMa npumeceit
Microbiological contamination™

Mukpoduonoriieckas yucrorTa*
Assay Acetyleysteine

Koj4yecTBeHHOE OlIpe/IeneHie
AlUCTHAIHCTCHHA

Packaging
YiakoBKa

Not more than 0,5 %
He 6onee 0,5 %
Not more than 0,5 %
He Goaee (0,5 %
Not more than 1,0 %
He Gonaee 1.0 %
Not more than 0,5 %
He Goaee 0.5 %
Not more than 0.5 %
He Gosee 0,5 %

Not more than 1,5 %

tle Gonee 1.5%

Corresponds with Pharmacopoeia
requirements

CooTsercTBYeT TpeBOBAHHAM
DapMaKolicH

From 370.0 to 630.0 mg tab

193-103 % of labeled)

Ot 570.0 30 630.0 M1/T26

(95-105 % oT yKa3aHHOIO HA
ITHKCTKC )

2 or 10 tablets in blister packaging of
laminated aluminum foil [polvamide -
alumiman - polvethylene
polvethylene - aluminum].

1 or 2 blisters (10 tablets in each) or
3 or 10 blisters (2 tablets in each),
along with patient information leaflet,
are placed in a cardhoard hox.

[To 2 uai 10 Tadiaerox B KOUTYPHYIO
sMeiikonvio ymakosky (6ameTep) 3
JTAMHHHPOBAHHOI TOMHHIEBOI
doprn [noauaMpl — aToMuHiit -
HOAMATICICH  /  MOIMATHIACH — —
AMOMITHIH].
IIlo 1 mam 2 oSaucrepa (mo 10
rabrerox) uam mo 5 w10
OaMcTepos (110 2 tad/CTKH) BMECTC C
HHCTPY KIned [0 [PHMEHCHHIY
[OMEINAOT B KAPTOHHYIO TTaYKY.

conforms
COOTBETCTBYCT
conforms
COOTBETCTBYET
conforms
COOTBETCTRY ¢T
conforms
COOTBETCTRYCT
conforms
COOTBETCTBYET

conforms
COOTBETCTBYET
conforms

COOTBETCTBYVET

397 4 mg tab
(100 % of labeled)
5974 smr/rab
(100 % oT yKa3aHHOTO Ha
STHKETKE)
2 rtablets in blister packaging of
laminated aluminum Joil
[polvamide - aluminum -
polyvethvlene polvethviene -
aluminum).
5 blisters (2 tablets in each),
along with patient information
leaflet, are placed in a cardboard
box.
[lo 2 TaaeTkn B KOHTYPHOI
sueitkopoil viiakoske (6aucTepe)
"3 NaMHHHpORaNHOH
ATIOMHHIEBOH (OB [110:1MaMITT
— amoMHHHE — nommdTHIEHR
O THACH — AJFOMHHMH].
llo 5 Gamerepos (no 2 TalieTk)
BMEcTe ¢ HHCTpyKIueit 10
UPHMCHCHHIO  LIOMEIIeNs 8
KAPTOUHYIO NMA¥KY.



ZAMBON SWITZERLAND Ltd.

6814 Cadempmno. Svizzera
3AMBOH CBHTLUEPJIAH/] Jta.
6814 Kaxezuuoio, HIBeinapis

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJISA
KAYECTBA

Mfg. date; 29.11.202]
Jata w3rotosmenus: 29.11.202]

ANALYSIS Ne: 400002279497
Ne anastuza; HO00OG227997

Exp. date: 11.2024
Cpox ro;ocetie L1 2024

PRODUCT: FLUIMUCIL 600 mg effervescent tablets Ne 10
Hpoaykr: Pavusy i 600 Mr tadiaeTkit mnmane Ne 10

LLOT No.: 381051
Cepng Na: 381031

TESTS llokazartenn

ANALYSIS CERTIFICATE

AHAJIHUTHYECKHH TIACITOPT

SPECIFICATIONS Cuetnuxarni

Date: 10.01.2022
HJara: 10.01.2022
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RESULTS Peavisrarsl

Labeling
Mapkuposka

The following information is indicated
on the blister in Russian:

- trade name of the drug with a warning
label"” Ry,

- international non-proprietary name;

- name of the medical form,

- dosage,

- batch nimber,

- "hest hefore "

The additional information is indicated
on the blister:

trademark of manufacturer on oviginal
language
technical codes.

The following information is indicated
on the box in Russian:

name and address of manufucturer;

- trade name of the drug with a warning
label” ®ix,

- international non-proprietary name:

- name of the medical form,

- dosage,

'

quantitvy of tablets in the pack;
composition for I tablets;

storage conditions;

name of pharmacotherapy group
"Mucolvtic agent”

waining information: “Keep out of the
reach of children”, “Please read the

leaflet Jor information Jor
administration”, Do not use after the
expiration  date  printed on the

package ",

registration certificate number;
pharmacy purchasing terms;
route of administration;

batch number;

mamgfacmring ;J'a!c';

“hest before.. "

The following information is
indicated on the blister in Russion:
- trade name of the drug with a
warning lahel" ® 5,

- international non-proprietary
nunie;

- name of the medical form,

- dosage,

- hatch number,

- "hest before .

The additional information is
indicated on the hlister:

- trademark of manufaciurer on
original language;

- technical codes.

The following information is
indicated on the box in Russian:

- name and address of
manufacturer;

- trade name of the drug with a
warning label” R,

- international non-proprietary
name;

- name of the medical form,

- dusage,

- quaniity of tablets in the pack,

- composition for 1 tablets;

- storage conditions;

- name of pharmacotherapy grov
“Mucolviic agent”

- warning information: “Keep out
of the reach of childven™, "Please
reac the leaflet for information for
administration”, "Do not wse after
the expiration date printed on the
package”. ;

- registration certificate nmumbes;
- pharmacy pm'chusing terins;

- route of administration;

- hatch number,

- manufacnering date;

-"best before...



7ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHTLIEPJIAH, | JITA.
6814 Kaaesamno. Lsefiapus

Date: 10.01.2022
Jara: 10.01.2022

ANALYSIS Ne: 40000227997
No anatuaza; 400006227997

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJIA
KAYECTBA

Mfg. date: 29.11.2021

Exp. date: 11.2024
Jlata marotoBaenns: 29.11.2021

Cpok rojmocTi: 11.2024

PRODUCT: FLUIMUCIL 600 mg cffervescent tablets Ne 10
[Mpoayvkr: @y My 600 Mr TabaeTKH IIHIYHie Ne 10

L.OT No.: 381051
Cepust Ne: 381051

TESTS llokazateau

ANALYSIS CERTIFICATE
AHAJIMTHUECKUH TTACTIOPT

SPECIFICATIONS Cremudikalii

page 4/6

RESULTS Peavastatst

Labeling
MapxupoBka

The additional information is indicated

on the box:

- rademark of manufacturer on original
language

- bar-code EAN:

technical codes;

- Global Trade Item Number which is
preceded application identifier (01);

- application  identifier (21). It s
allowed to apply the individual serial
number of the secondarv (consumer)
medicinal product packaging, which is
preceded by the application ID (21), as
well as an identification tool displaved
as a ho-dimensional har code.

Note: care must be taken

when  opening  the  primary
package, because it is possible to
form chips on the surface of the
tablets.

[Ha ©auctepe Ha  pVCCKOM  A3BIKC

VKa3LIBAIOT:

- TOproBoe Ha3BaHHMe Iperiapata ¢

npe. Ty npeTeabioll MapKHpoBKOii « Rx,

- MEXKIVHAPOTHOE — HENaTCHTORAHHOE

Ha3BaHIE,

- Ha3BaHHe JeKapCTReHHOI dopabl,

- JIO3HPOBKY .

- HOMep CepHi,

- «roJeH IO . ».

Ha daicrepe
VKa3bIBAKT:

- TOBapHBI’ 3HAK INPOH3BOIHTEAS (HA
A3BLIKEC OPHIHHAIA),

= l!pﬂllSBO,’LC TBCHHBIC KO, 1LL.

Ha xapToHHOIT 1a4KE Ha PYVCCKOM A3BIKE
VKaIBIBAOT

- HA3BAHHE 1 &PeC MPOH3BOINTCIN,

-  TOProBoOC HassailMc I1peraparta C
HpeIVIpE1TeILHON MapKHPOBKOH «R»,
- MCHCTV HapO,THOC HEMAaTCHTOBANHOC
Ha3BaHue,

JOTTOITHHTCIBHO

The additional information is

indicated on the box:

- trademark of manufacturer on
original language

- bar-code EAN:

- technical codes:;

- (flobal Trade Item Number which

is preceded application identifier

(01);

the individual serial number of

the secondary fconsumer)

medicinal  product  packaging.

which is  preceded by the

application ID (21), identification

tool displaved as a two-

dimensional bar code.

Ha &aucrepe Ha pYCCKOM  SI3BIKe
VKa3aHo:

- TOProBog Ha3BaHHC Npenapara ¢
npeTy IPeTHTEILHON MapKHPOBKOH
«®y,

- MEXKIY HApOTHOE
HeMaTeHTOBAHHOE Ha3BaHHe,

- HA3BAHNC JCKAPCTREHHOI hOpMEL
- IO3HpOBKa,

- HOMEP CepitH,

- «TOJIEH J0... ».

Ha  Oauerepe  JIOTOIHHTCILHO
VKa3aHo:

- TOBApHBIl 3HAK NPOH3BOHTETA
(Ha A3BIKe OpiHIHHAala),

- NPOH3RBOICTBEHHBIE KOIbL

Ha xapronHoif mayke Ha pPYCCKOM
A3BIKE YKa3aHo:

- Ha3paHie i ajJpec
IIPOIHBO;II!Tt!.‘IH.

= Toprome Ha3BaHHE upclapara &
npe; v IpeITelbHOIT MapKHPOBKOl
«Rn,



ZAMBON SWITZERLAND Lud.

6814 Cadempino, Svizzera
3AMBOH CBHTLIEPJIAH)] JITa,
6814 Kagesrmmo. Hseiapis

ANALYSIS Ne: d0000227997 Date: 10,031 2022

CONTROL QUALITY LABORATORY Ne antasiaa: 40000227997 Jara: 10.01.2022
JIABOPATOPHST KOHTPOJIS

KAYHYECTBA

Mfg. date: 29.11 2021 Exp. date: 11.2024

Jata usrorosienus: 29.11.2021 Cpox rouocti: 11,2024

PRODUCT: FLUIMUCIL 600 mg c[fervescent tablets Ne 10

Hpoaykr: @uyumyoe 600 Mr tadaerxs mumyyie Neo 10

LOT No.: 38103] page 5/6
Cepua Ne: 381031

ANALYSIS CERTIFICATE
AHAJIMTHUYECKHH HACLIOPT

TESTS Iloxaszarean SPECIFICATIONS Creruhukarum RESULTS Pesyabrath

Lahbeling - JICKAPCTBEHHY IO (hopMy, - MCHC Y HAPO, THOC

Mapxkuposka - J103HPOBKY, HENaTeHTOBAHHOE HAa3BaHHE,
- KOIHMECTBO TABICTOK B VIIAKOBKe, - JIKApPCTBCHHY 10 dlopay,
- COCTaB Ha OJHY TallICcTKy, - JIO3HPOBKY,
- VOJIOBHS XpaHeHHs. = KOIHUECTBO TaliIeTox B VItaKor =
- HazBalke  (PapMAKOICPACBTHYCCKOR - COCTAB Ha OIHV TalaeTkKy,
IPYIINBL « M}'KOJ[HTIT‘{CI\IKOC CPLJICTBOY, = VCIIOBHA NPaHceius,

= IpCIAYIPEIHTCILHAY  MAPKHPOBKA - Ha3BaHIC
«XpaHHTh B MECTAX, HCIOCTYIHBIN 1151 ihapMaroTepanesTHaecKoif VI
Aeteity,  «Cmocod  mpuMenenus -~ «MyKoIMTIHYECKOE CpeICTBOY,
UnTalite  UPIIAracMyio  MHCTPYKIMIO», - NPelylpeTeIbHaA MAPKIPOBK:
«le Henoab30BaTL MO HCTEHEHHH cpoka  «XpamiTh B MceTay, HETOCTV HHLTY

[OJJHOCTH, VKa3aHHOTO HA Y TAKOBKE», A gereity, «Criocod upusenenmsy
- PerHCTPAUHOHHBLE HOMEp, - qnTalite NPHIATACMYTO
- VCI0BHA OTIIVCKA, HHCTPYKIion, «He menoavsosars
- CHOCOO HPHMEHEHHS!, MO HCTCYCHHH CPOKa TOIHOCT!
- HOMC] CePHH. VKA3aHHOTO Ha VIIAKOBKC»,

- JaTV H3TOTORICHHA. - PETHCTPALHOHIIBLH HOMep,

- «T'OJCH J0...», = YCAOBHS OTIIVCKA,

Ha xapToHHOli nauke JIOUOAHHTEIBHO - CIOCOG HPHMEHCHHA.

VKa3bIBaloT: - HOMED CepiH,

- TOBAPHBIH 3HAK NPOH3BONTENA (Ha - 4Ty H3rOTOBRICHIA.

S3BIKE OPHITHAIA), = «I'OJEH J0... »,

- wrpuxosoif ko EAN, Ha KapToHuoit HERE

- IPOH3BO/ICTBEHHBIC KO, 1k, JOUOJHHTEIBHO VKA3aH0:

- DI00&ALHBIH  WICHTH)UKAIHOHKLIT - TOBapHLIE 3HaK IPOM3BOIHTE
HOMEP TOProBOH €IHIHILL KOTOPOMY  (Ha $3bIKe OpHIHHana),

HPC;INCCTBY T HICHTHHKATOP - WITPHXORBOI Ko EAN,
npuMenends (01), - HIPOH3BOJCTBEHIIBIE KO, b,

- WICHTHHKaTOp npuMeHeHns (21). - mrodaibibii

Jomyckaeres HAlCCeHNE  HACHTHHKALONHLI HoMep
HHMBILTYATLHONO  CCpHITHOIO  HOMEPA  TOPIOBOH €XHHHIIL, KOTOPOMY
BTOPHYHOI (notpedire.nekoit)  npemecrsyer ileHTHbIKATOP

vrakoskn JIIT. koropomy HpeamecTBYeT  npuMeHeHis (01),
WICHTHOHKATOP npuMeHeHns (21). a - HHUBIYaILHBIE  cepiriin &

TAKIKE  CpeIcTBa HISHTHQHKAIH,  HOMep BTOPHYH!

OTOOPAKACMOTO B BILIC IBYNMEPHOTO  (HOTpeSHTe1beKoii) vIakoBkh JI!

WITPHXOBOTO KOI4. KOTOPOMY HpeLIeCTEY 1
Ipnsesanue: HeoGxomumo  wICHTHPHKATOP UpHMEHEeHHA (2 )
co0TH01aTL OCTOPOKHOCTS CpeiIcTBo iwaeHThka
OpH  BCKPLITHH  MCPBHUNON  0TOOpaKacMoe B BH
YHAKOBKH,  T.K.  BO3MOXHO IBVNMCPHOTO LUITPHXOBOLO KO,
obpajoeaHHe CKOJIOB Ha '

MOBEPXNHOCTH TabIeTOK.



ZAMBON SWITZERLAND Ltd.
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JAMEBOII CBHUTUEPJIAH/( JIT1.
6814 Kagesmimmo, [HBefapHs

CONTROIL QUALITY LABORATORY ANAL YSIS Ne: 40000227997 Date: 10.01.2022
TTABOPATOPUS KOHTPOJIS Ne anamiza; 40000227997 Mara: 10.01.2022
KAYECTBA

Mtg. date: 29.11.2021 Exp. date: 11.2024

Jlata warotosaenns: 29.11.2021 Cpox rogHoetn: 11.2024

PRODUCT: FLUIMUCIL 600 mg effervescent tablets Ne 10

VIpo,wvir: @ay iy st 600 Mo TabreTki NIy e Ne 10
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Cepust Ne: 381051

ANALYSIS CERTIFICATE
AHAJIUTHUECKUH [TACITOPT

TESTS Iloxazaten SPECIFICATIONS Croeundikanun RESULTS Pe3vasraThl
Storage At temperature helow 25 °C

Kpancime TIpu Temuepary pe He Bhine 25 °C

Shelf-life 3 vears

CpoK 1o,JHOCTH 3 roda

THE LOT No. 38105] COMPLIES WITH TECHNICAL DOCUMENTATION P N012975/01-180907,
VARIATIONS 1-6

CEPHST Ne 381031 COOTBETCTBVET HOPMATHUBHOH JOKYMEHTALIMHK II N012975/01-180807,
H3MEHEHHS 1-6

(Seal)
([Teuars)
Manager of Control Quality Department

3ape, Ty IO OT/IEI0M KOHTPOILA KauecTha

e gk (M3~

PULT RN

\\



NOATBEPXAEHNE Ne 5001140062/2 ot 13.01.2022 P 4

COOTBETCTBUSA Cepuu (NapTum) nekapcTBEHHOro npenapara
TpeboBaHWAM, YCTaHOBNEHHbLIM NPU €ro rocyAapCTBEHHON perucTpauum

Obwectso ¢ OrpaHnyeHHol OTBETCTBEHHOCTbIO «3aMBOH dapmay, puandeckui
agpec 119002 r. Mocksa, nasosckuit nep. A.7, WHH 7704654651, paccmoTpes
cnefytolmne AOKYMeHTbI U Coepxallmecs B HUX CBEASHUS

a) cepTuduKkaT  npousBoaNTEns NEeKapCTBEHHOro  npenapara,  cogepxalluit
WHOPMaLMIO O KOHTPONe KaYecTsa Cepun nekapcTBeHHOro npenapara;

6) HOpMaTMBHYIO OKYMEHTaLMIO Ha NeKapCTBEHHbIAN npenapar;

B) AOKYMEHT NocTaBkun (MHBOWC nocTasLumka) Ne 1422000004 ot 04.01.2022
HacTOAWMM 3asBNAET, YTO NeKapCTBEHHbLIN Npenapar:

Onynmyumn® tabnetku wunyuve 600mr, 2 |

ToproBoe HanMeHoBaHwue, nex.
RES MeHoBaHme, nek WT. - 6nncTeps! (5 WT.) - Na4Ykn KApPTOHHbIE

thopma, Ao3npoeka, hopma Bbinycka

(10 wr.)
MexayHapogHoe HenaTeHToBaHHOe
HaumeHoBaHWe (rPynnUpPoBOYHOE MK ALeTUnuMcTenH
XMMUYECKOe) !
Homep cepuu (naptun) 381051
OBbem cepun (naptum) 97729
flaTa Bbinycka 11/2021
logeH go 11/2024
XpaHeHue Mpu Temnepatype He Bbiwe 25°C
Cpok rogHocTu 3 roga

3ambBoH Csutuepnang 74, LWseituapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland

Bce ctagmu npomssoacTea

Howmep u aata perucTpaLmoHoro M N012975/01 ot 18.09.2007
YAOCTOBEpPEHUS
Homep HopMaTUBHON fOKYMEHTauWm M N012975/01-180907, nam. 1-6
3amBox Ceutuepnarg flta, Weeiiuapus
Zambon Switzerland Ltd; Via Industria 13,

CH-6814 Cadempino, Switzerland
CooTBeTCTBYeT TpeboBaHWAM, YCTAHOBMEHHBIM MpPW  €ro  rocyAapCTBEHHON
perucTpauuu.

HavmeHoBaHue v agpec
npousBoAUTeENns (c ykasaHvem ctagum
NpPou3Bo4CcTBAa)

HaumeHosaHue u agpec gepxartens
PErMCTPaLMOHHOIO yAOCTOBEPEHMS

WnanHukos P.B. (cneuuanuct no KOHTponio kayectsa) no gosepeHHocTu Ne 312 or
26.11.2021 r. ot umnopTtepa OO0 «3amboH Papma» Ha OCHOBAHWUM AOBEPEHHOCTH OT
npoussoanTens «3amboH Ceutuepnang Nta», Weeiuapusa («Zambon Switzerland Ltd»,
Switzerland) 6/H ot 17 pekabps 2019 r.

WinanHukos P.B.
(®KN0)

. - ’ »:', .
~7 {noannce), )

«3ambon Papma»







