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NMOATBEPXOEHWUE Ne 7000010084/4 ot 14.01.2021
COOTBETCTBUR Cepum (NapTun) NeKapcTBEHHOro npenapara
TPeboBaHusM, YCTAHOBNEHHBIM MPI €70 rOCYAAPCTBEHHOM perucTpaumn |

5

OBwecteo ¢ OrpanuyeHHon OTBETCTBEHHOCTBIO «3amboH Dapman, pUaUYeCcKui
aapec 118002 r Mocksa, Inasosckuil nep. A.7, UHH 7704654651, paccmo pes
CNEAYIOUINE NOKYMEHTEI U COREMKALLNECA B HUX CBEASHUS:

a) cepTUUKaT  npoussoauTens fIEKkapCTBEHHOrO  npenapaTta,  coaepwaliui
MH(POPMALNIO O KOHTpONE KaYecTBa Cepuu nekapcTBeHHeoro npenapara;

0) HOPMaTUBHYIO AOKYMEHTAUMIO Ha NeKapcTBEHHbIA Npenapar,

B) AOKYMEHT NOCTABKM (MHBOWC nocrasuj1ka) Ne 1420001073 ot 10.12.2020 l
HACTORLMM 3aABNAET, YTO NIEKapCTBEHHLIA Npenapar:

- | Monypan® rpanynsl ans npiroTosnems |
| Toprogoe HaumeHoBaHUe, nex. ’ pacTsopa Ans npuema BHyTpL 21, 61}
| (hopma, 103MpoBKa, thopma Beinycka | MAKeTUKN MHOrOCNOWHbIE NaMUHMPOBaHHbIE

| - MNadkyi KapToHHbIE

MeXayHapoaHoe HenaTeHToBanHoe

| HAUMEHOBAHUE (TPYNNUPOBOYHOE MAK DochomuyuH

| Homep cepuu (naptun) P i 375700 |
_OBvem cepun (naptun) . 24962

Harasenycka 11/2020

fomewpo T 4/2023 [

! XpaHeune o Mpv Temnepatype He soiwe 30°C

| Cpok rogHocTy o ‘ 3 ropa |
3amBon Ceutuepnang Nta, Weeniyapy
Zambon Switzerland Ltd; Via Industria 1

CH-6814 Cadempino, Switzerland
PR : Bce cragvu npouasoacTea ‘
| Homep 1 nata perucrpaunoHHore M N012976/01 ot 11.07.2007 ‘
| YROCTOBEpeHus

3_I"i_t.'.)r\,’ige}}”lj_()pMaTHBH_QﬂAOKyMe‘H:I:éulAM M N012976/01-110707, uam. 1-3 I

) 3ambon Ceutuepnang flva, Weenuapis
‘ Hamm\gnrcmawme W05, FI TN | Zambon Switzerland Ltd; Via Industria TB,
| PETACTPAUMOKHONO YAGTORGPEHAR | " G814 Cadempino, Switzerand
coorseTcTByeT  TpeboBaHWAM,  YCTAHOBIEHHBIM NpPU  €ro rocynapcTBEHHON
perncTpauunn.

' Haumerosanue u agpec
NPoW3BoAVTENR (C yKazaHWem cTagun i
i npouzeoacTea) |

w X

Wnsnnukos P.B. (cneunanucT no KOHTPOMIO kavecTsa) no AosepeHHocTu Ne 224 or
17.03.2020 r. or umnopTepa 000 «3ambon ®apma» Ha OCHOBAHUU [OBEPEHHOCTH OT
nponssoavTens «3ambon Centuepnana Nrax», Weeduapus («Zambon Switzerland|Ltd»,
Switzerland) 6/i ot 17 gexabpa 2019 1.

7 T B Wnanrukos P.B.
§ Wb AT T (@10)

Ctp. 1 u3 1 02.09.2021, 13:21
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ZAMBON SWITZEREAND Lud,

6814 Cadeinping, Svizzery
IAMBUH CBUTUEMIAL
AR 14 Kigesiuno. Hluedia

AR

CONTROL QUAL

ATY LABORATORY

ANALYSIS Ne 04600021 79406

JABGPATOPHA KOHTPOMA KAYECTBA  No A 040000217946

Mfa, date: 26.11.2020

Mara warovosgewg, 26 11 2020

Cxp. date: 11.2023
Cpok roanocia 11,2023

PROBIUCT: MUNERAL 2 granules For oral solution in sachets No|

Hpoaywr Monvpan 2r PREHYIBE LD IPHEOTORAC I p

LOT No 375700
Cepna Ne 375700

IESTS  lHokasutean

page 145

ANALYSIS CERTIFICATE

AHAJMTHYECKHI IACTIOPT

SPECIFICATIONS
CHELHDIKALLMA

Date.09.12.2020 |
Jara:n09.12,2020

ACTBOPL U IpHeMa uuy 1ps Ni|

https://pharmeert.ru/sert/02/74/0___ /000705622 %D0%97%D...

Results'Pesyasran

ApDearancy

Onicaig

Ientfication

Houmiioc s
Fasfomyem nametantol
PociposiunHa poserasong
Fosfamyein and suerase
Dachornunna 1 caxapais
Trometamol
Tposmerason

Aversge welght of' a contained sachels

and wnituranity af weicht

Pi'p&‘_]l'll‘t' Aacca COACPMHMOTO MAKCTOR H

SRS THOCTL HO Mauce

Hermuicity
TepMeTitinoeTs

Digsolution time
Bpeam pacraopenis

pHEop 39 salation in water

pH 5% noanoro pacisopa

Weater
Bona

Kelated substances

Hocioponing npisiecn
Fasfomyvem glycofate
DochoMimng Ko Ta
Product of degradation 4
flpoaykr nerpaaatusn A
Prodact of desradation 3
Mpoayrr gerpaiatun B

fuct of degeadation ©

Hpoayvkr perpusannn C

White eranules with a tangerine
sl

Fpanyau Geaoro usera ¢ wanazos
MATAAP L

corr. to standard
COOTRETCTRYET CTANAATY
corr. to standard
CugrbeiviByel CTdraapTy
corr. o standard
COOTBETCIRY T CTARANPTY

6.0 g1 3%
6,0 1 §%
18720 £ 7.5 %
-‘l("lij J,,"j "//u

Should be tight
JLomssen GarTh repyeTIN Hs

Not mare than 60 see, solution (13

Yy by homogenous and opalescent
He Gonee 60 cek. pacivop (15 %)
FUMOTeHHBI, ONANCCHHpYRIULI

From 4.0 o 5.0
OT4,0 00 5.0

Not more tivan 0,5%
He Goaee 0,5%

Nat more than 1.0%
He Gojee 1,0 %
Not more thun 2,0%
He Gonee 2,0%
Not imare than (,5%%
He Boatee 0,5%
Newt more than (,5%
He Soace 0,5%

Conforms

CONTHETCTRY CT

conforms
COOTBETCTE) @1

cenfarms
COOTBETCTRYET

conjorms
COUTHBETUTRYCT

idg
38
20

[

vconforms
COOTRETCTRYET]

conforms
COOTRETCTHYeT]

4.6
4.6

0.1%
1%

conforms
COUTBETCTRY

conforms
COOTHETCTRY CT
conforms }
i

COOTHETCTRYE
cunforing
COOTHETCTDYE

‘I
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ZAMBON SWITZERLAND Litd.

6814 Cadempinn, Svizzera
SAMBON COMTULPIAHA M.
6814 Kaaemmine, Wsciuapis

CONTROL QUALITY LABORATORY
JABOPATOPHA KORTPOAA KAYECTBA N Anawnra 040000217946

Mfg. date: 26.11.2020
Jlata warororsennn: 26.11.2020

ANALYSIS M 040000217946 Date: 09 12,2020
Hava: 09.12.2020

Exp. date: 11.2023
Cpok roanocrin 11,2023

PRODUCT. MONURAT 2g granules for ural solution in sachets No
Mpozyxt: Mowypan 20 rpanyas 418 OpUIOTOL eHNs pic TROPZ WIS HpHeMat iy Tt Nol
LOT No.: 378700 page 273
Cepua Ne: 375700
ANALYSIS CERTIFICATE
AHATHTHYUECKHI TIACITIOPT

TESTS Mokasaten

SPECIFICATIONS

Microbiological contamination
MuspoSuonorineckas uncrora
Assay of Fosfomyein trometamol

ROAHYCCIBEHHOE oupeaenene
dochomuna TpoMeTamoa

Packaging
Ynakoska

Labeling
Mapknponka

CLEUMDHKAIINA

Corresponds with requirements of

Pharmacopoeia
COoOTHETCTBYCT TpeBoBanism
Dapsmikonen
From 3,57 (0 3,94 g/sachel
(951035 % of declared content)
o1 3,57 a0 3,94 ripaker (95-103 %
OT 3AABACHEOTO KOMIMECTRA )

6 g or X g of the drug per sachet
made of fowr-layer laminated foil
tpaper-polvetinlene-aluminum-
polyethylenc). 1 or 2 sachet in a
carton  pack  together  with
Instructions for medical use. It iy
alloswed to apply the first opening
cantrol to the secandary packaging
(transparent film with the Zambon
logo).

Mo 6 r waw § r npenapara
NOMCLIMIOT B OAKETHI 113 <-x
caofinon JaMuHHpoRatnoii
Goaern (Gymara-nonmaTies -
WBOMHHUA — nommoTsien). | uan
2 naKkeTa NOMEMIT B NAuKY
KAPTOHHYIO BMECTE € HCTPYKILICT
no  npimenemno,  Honyekaeren
HAlECCHIE Ha HTOPIMNYIO
YOAKOBKY  KOWTPOJIA  MEpaoero
BCKPLITHA (NPO3patbus nacHKa ¢
AOCOTHAOM KoMpanuit JamBo).
Cn the sachet in Russian and
English is indicate: the trade name
af the drug, the dosage.

Ot the sachet in Russian indicaies,
the international  nonproprictary
name of the active substance,
medical form,  the COMPONILion,
Starage conditions,  conditions o
release from pharnacics, the name
and uddress of the manyfacturer,
warning labels: "Keep aut of reach
of etldven”, “Method of 1se - read
the feafler”, * Batch Ap ", " Best
befare:”

Results/Pesynbtate
conforms
COOTRETCTBYET

3.62 g’sachet
(9743
3,62 rinaken
(97 %)

6 g of the drug per sachet made «f
Jour-layer laminated Jonl (paper-
polyethylenc-aluminm-
polyethylencl. | sachet in a carton
pack together with [nstructions for
medical use

o 6 v npemaputa nomenesn o
AR THI i dex cnoftiod
NEMITHIPOBARHOR honnri
(Gyaara-noms e n-amos snii-
NoARYIeH). | naker nomewen &
KAPTOHHYK  DOuky  BMmecTe ¢
HECTPYEUHE 110 NPUMEHEH K.

On the sachet in Russian and
English is indicate: the trade name
of the drug, the dosage.

On the sachet jin Russian indicates:
the international  nenproprietury
name of the active substance,
medical  form.  the  compaosition,
storage conditions, conditions | of
release from pharmacies, the name
and address of the mamdacnoer,
warning labels: "Keep out of redeh
of chuldren”, "Method of ise - rid
the fleatlat” " Batch Mg ", " Beyr

hefore: "

https://pharmcert.ru/sert/02/74/0__ /000705622 %D0%97%D...
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ZAMBON SWITZERLAND Lid

|

|
B8 Cadempine, Sy izzery !
SANIBOH CRETLLEPHAM, T, »
6814 Kasesininig, L setivapin

ANALYSIS Mo 04000021 7046 Date: 09.12.2020
HOara: 09.12.2020

CONTROIL QUALITY LABORATORY
AABOPATOPILA KOHTPONA KAYECTBA  Ne Auarinsa 040000217946
Mig. date: 26.11.2020

Exp. date: 11,2023
Aata usrorosaenns: 26 113020

Cpok rotnoc: 11,2023

Crp. luz 1

PROLUCT MONURAL 2¢ granules for aral solution in sachets No|l |
[poayrt: Mowypan 2r FPARY AW DR HPUIO TOBICHNS PUCTBOPY 118 npHests uhy Tpe Ne|

LOT No, 375700 page 3’8

Cepisa No: 373700

FESTS

Hokusarenn

ANALYSIS CERTIFICATE

AHATIHTHYECKHE ACIIOPT

SPECIVICATIONS
CHOELUIDHICALLM 31

Results/Peaviptari

Additionally on sachet indicates:
rade mark of the matfacturer (i
Latind, sige of registration of the
rrade name (®), produetion codes,
On the box in Russian and English
are indicate: trade name uf the
drug, dasage inrernational
fonprepriciry name of e active
substaince,  wmedical  form,  the
number of sachets in the box

On the box in Russian indicate:
campasition. storage  conditions,
conditions— of  vacation o
pharmacies. name and addvess of
the  manufacturer, registration
aumber, warning labels: " Keep
ot of reach of children”. "Method
of use-read the anached leafler”,
"Batch”, “dare of manufucturing:
" “Best before”

G the box additionally indicate:
the vradenark of the manufacturer
(i Lating, the sign of registration
af the rrade name &), production
cudes, a graphic image of the
wiedival jorm, bar-cade, Glohal
Trade  ltem Number which iy
preceded  application identifier
(i1 application identifier (21) It
o adlowed to apply the individual
sevial iimber of the secondary
(conswner)  medicinal  produce
packaging, whichh is preceded by
e applivation identifier (21), ay
well as e identification tool
disptuved ay a  two-dimensional
bar code.

Ha  nakere wa pyccxom @
ANCAICKOM  S3LIKE  YKA3LIBAIOT:

e L. W% .
Addiionally an sachet

trade wiark of the mangierurer (in
Lutin), sign of registration of the
frade name £8), productibn codes

O the box in Russian ard English
are andicate: trade nage of | the
drug dosage intgraational
Honpraprictary nome of e active
sibstance,  medical  farm.  the
minber of sachets in the boy

On the box in Russian| indicate:
camposition,  storage  qonditions,
conditions  uf  vacatipn  from

pharmacies, name and qddress aof

the  manufactirer,  rdgistration
number, warning labels " Keep
aut of veaeh of chifdren” "Mothod
of wse-read the attachell leafler®
“Barch”, “date of manifacturing:
" "Best before,
On the box additionall indicate:
the trademark of the maufacturer
(in Latin), the sign of registration
afthe trade name ( & 5, groduction
cades, a graphic image of the
madical form,  bar-cody, Global
Trade  Ttem  Number |which s
preceded  application | identifier
(41), the individual seritd number
af  the sevcondary olsuer)
medicingl  product  puckaying,
which s preceded | hy  the
application identifie (24).
identification tool dispipved as a
mwo-dimensional bar codp

Ha  nanere  na  pyfckom  u
anrnanickon  wiblke | ykasaqo:

TOPIOKOL HA3BAHIE  TOPronoe HAIBAHHC
JIERAPC TUEHIOTO CPEACTEY,  IeKAPCTREHHOTO cpencraa,
NAOIHPOBKY. A03iponka,

i maxere na pycckom  sinike  Ha o naketve na PYCCKOM  23nike
VRAZLIBAIOT! MOKAYHapoalee  YKasaHo! MCKAYHAPOAHOE
HenaIe ranaoe HAIBUHIG  [eNuTeniQBiHIe HusBUNIE

ACHCTRY IOLWCTO BELLeC B,

ACHETRYIONICHO ReLeCTaa,

cares:

02.09.2021, 13:22
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMbBOH CBHTTIEPIIALT Jima,
6814 Kajtenmnsmn, Wineiinapus
CONTROL QUALITY LABORATORY ANALYSIS Ne 040000217946  Date: 09,2 2.2020
JTALOPATOPHSA KOH PO KAYECTBA  Ne Anuiita 0400002 1 7946 Hara: 09,12.2020
Mfg. date: 26.11.2020

Exp. date: 112023
Jata waroTonneiiug: 20.11.2020

Cpok roanoeri 11,2023

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol
Mpoaykr: Monypan 2r UPAHYALL IR UPHTOTOBACHIA PAUTBOPA I LIPHEMa BHYTPH Nel

Crp. 1 u3 1

LOT No : 375700
Cepitst N 375700

TESTS [Moxasatenn

page 4/§

ANALYSIS CERTIFICATE

AHATIMTHYECKHIT MACTIOP T

SPECIFICATIONS

Labeling
Mapkuposxa

CHELAGHKALI A

Resulis/Pesynnrari

HASBIHI JICKAPCTBCHHON hopasl,
VRN YCAORHA NpaneHis,
YCAORHA  QTHYCKA M3 antek,
HAIBAHNE 1 anpec  Buprw-
HpousBOIITENS,
I!pe.{[_\'ﬂp&,’llflt‘]lLHHL' HaldnHucH:
«XPaniTe B MECTAX, HEAOCTY THBIY
Ans geteiiy, «Crnocob npUMeHeHIIN

wrruiire HPIAAraemyio
speTpykwinon,  «Cepus Noow,
«loaen qoi,

Nononkureanio HA nakere
VEAILIBAOT rOprowi THK
BpAIL-npOIIBe aNTenS (Ha

JATHEHIR), HHWK O perncrpausny
TOPLOBOTO  HANMEHOBRHUL  (F),
HPOIBBOACTBCHHBIE KODI.

Ha xapronnoit navke na pyeeKon
1 AHTANHCKOM SibIKe YRAILInAKT:

TOProsoe HaIBAHHY
JICKRPCTRCHHOMQ CpeacTni,
NHHPURKY, MEKLY HAPOUHOE
HeNaieHTOB M HHOE Hi 3B HHE
.’IEI”IC‘I'B)‘H“HIQI"G BCLICCTBE,

HASBAHMC JIeKapeTacHHOl dopui,
ROMIMECTBO MUKCTOR B Y NIKOBKE.
Ha kaprounod navke wa pyceron
AhiKe VKA IRIRIOT: cocras,
YCNOBHA  XDUMEHMH,  YCAOBUS
OTIYCKA W3 anTek, HupiHne o
anpee (PUPMBI-NPOHIBOLITEN,
PErHCTPALHOINI LI Hosmep,
NPeAYOPENTE hitble Haxnuen:
CXPAHTL B MECTAX, NEA0CTY LN
ana aeteity, «Cuocof npumene-ng
- "uTalite Npiaraesmyo
HHCTpYKWnon,  «Cepuain, «Jara
waroy, «l ogen o,

Ha KapToHHoii natke
AOTIOAHITEI O VKIIhIRAIOT:
TOProgbifi 3HAK (prpani-

NpoIBOAHTENs  (Ha  na1nsmie),
K 0 PErHCIPALEN TOPrOBOro
HAHM e HORAIIIY (®),
NPOIROACTRER I LIS KO,
rpaduiecckoe 110GpaieHme

HA3BAHHE JeKApPCIBENnON (hopmb,
LOCTaR, pAIHE Xpineia,
YCNOBHA  OTNYCKA MY anfrek.
Hassane 0 aapec (upwnt-
npoisnoanTens,

npeaynpeaitensihie Hanhenn:
«XPuHiuTh B AMCCTAX, HEAOCTVIHbIX
Aas nereiin, «Cnocod npusenciig

unratite npiaaraesyio
HHCTPYRUmO»,  «Cepus Naow,
«lonen a0
Honaaunrennuo a niageTe

YROSHHOD TOProsui sHax duipi-
ApoassoaHens  (na  aaTuHLe),
JHAK 0 perncIpannK toprosero
HaHMe HOBRH NS (@®),
HPONIBOJICTRE HHIIE KO,

Ha kapronmoit nauke nn PYCCROM
H@HIARACKON  93BIKe  yRQIANO!

TOpropoe HESERTITE
JeKapeTBEHHOro cpeactoa,
DOMIPOBKY, MEMYHAPO,/1HOe
HEHTCHTOBIH O HaiBaKNE
AclicTRVIOMErD BullecTia,

Ha3BAlHe JekapeTueniol hopmbl,
KOTHUCCTRO NAKCTOB B yIaKonKe
Haa wapromeolt nauke na pyecron
AhIKC VYE@UWHO! cocTaR, yChonna
MIDSHEHI,  VCTOBI  oTiyeka w3
WITER, HatBitie v anpec hpsel-
1POIBOANTE A,
perncrpaunoimii HOMED,
NPEAY IPeANTCIbHBLIC HAANMEH:
«XPAtnTL B Megi, HEHOCTY NHBIX
ana aeredin, «Cuocod npumienceuss
unraiite NPHADTARNYIO
HHCTpyKWinon,  «Ceplias, o lata
are, wloaen gors,

Ha KapTOHHOM flavke
AONGIITCHRHO YRAHHO,
TOProBbiii RITHTY (BrpMb-

HPOWSBOAMTCAR  (HE  JATHHILE),
IHAK O PETHCTPAUMH  TOProBorn
HAIMC HOBAH 11 (78),
APOIROICTREH Hile Kb,
rpathudeckoc HsoGpwie e

02.09.2021, 13:22
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ZAMBON SWITZERLLAND Ltd.

0814 Cadempine, Svizzera
3AMBOH CRETUEPNA HA Mra.
6814 Kuzemmnuso, Isettiapus

CONTROL QUALITY LABORATORY

JABOPATOPUS KOHTPOJI S KAYECTBA Mo Awanuaa 040000217946

Exp. date: 11.2023
Cpok rognocty; 11.2023

M. dute. 26.11,2020
Hata wiroronnenns: 26.11 2020

PRODUCT: MONURAL 2g granules for oral solution in sachets No|
Mpoaykr: Mowypan 2r FPaityasl MIs upurotToBieHus PacTaopa Ans npuema BHy1pE Nel

LOT No.: 375700
Cepua Ne: 375700

ANALYSIS CERTIFICATE
AHAJIATHYECKMH NTACTIOPT

TESTS Mokasarenn

..... ———— e

ANALYSIS M 040000217946 Date: 09.12.2020

SPECIFICATIONS
. CTIELM®HKALINS

https://pharmeert.ru/sert/02/74/0__ /000705622 %D0%97%D...

Nara: 09.12.2020

Resultsﬂ’cay}lb—zu
|

page 5/5

Lubeling ACKapeTBeHHOR  bopmmt,  tTpi- ACKAPCTBCHHOE  hopmbl, WITPHX-
Mapsuponka Ko, rnobansinii - ko, rijoGanuHbi
HACHTHYHKALUNOHITL A HOMED  MACHTHOHKALHOHHBI]] HOomep
TOpronof CAHHHLBL,  KOTOPOMY TOProBol  elunnup:, KOTOpomy
npeectyer HACHTHHKaOp NPeLILECTBYeT  Huew upuxatop
npumeHenus  (01), HIAHKATOP  npUMcHeling (on),
npMerenna  (21).  Honyckaercy HHAUBKAYANBIBLI COPHAHBIHA
HuHeceHpe HHAHBUAYANLHOTO  HoMep TOPHYHOI
cepufioro  nomepa BTOPUIHOT (norpeﬁn'rcnmrcon) ynakowskn JII,
(noTpeGurenvekoh) ynakooxy JIN,  kotopomy npefiliectpyer
KoTopomy npeauwecrsyer WHAUKATOP  npHMenexus (21),
HHINKXI0p  npumenenns (21), a cpeacrso HAeHTH UK ALy,
TAKKE CpeacTBa HAeHTHHKAUMY, orobparaemoe B BHe
orofipamaemoro B BHAC  ABYXMCPHOrO WTPHX0BQTO kona,
ABYXMCPHOTO WIPHXOBOTO Kola, |
Storage At lemperature below 30 °C |
Xpateie [lpu remnepatype ue sime 30 °C
Shelf-life 3 years
Cpok rostocTn 3 rona

THE LOT No. 375700 COMPLIES wiTH TECHNICAL DOCUMENTATION p NO12976/0 -110707,

VARIATIONS -3

CEPHA Ne 375700 COOTBETCTBYET HOPMATHBHOH JOKYMEHTALMH 17 N012976/01-110707,

H3MEHEHHA 1-3

(Seal)
(Mevary)

Manager of Contro] Quality Department
3uscayroumii otaenom KOHTPOJIS KayecTea
I8 KRz iEa s, e

P (" N 5/_/?/{_.‘-' a

Tp. 1 13 1

i

ZAMBON SWITZERLAND LTD
3AMBOH ¢ 11 [If.l’,"h\l’UI Biupi| |

ZAMBON SN 2Z4RLAND Ltd
THE QU PERSON |
! :‘.’.’,\ = g

5 af w1m
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