ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHTUEPHAH Mta
6814 Wavemnnno, lseduapnn

CONTROL QUALITY LABORATORY

ANALYSIS Ne 040000218400

JIABOPATOPHA KOHTPOIA KAUECTBA N Anaanza 040000218400

Mtg. date: 16.12.2020
Hara wsrotosaexnns: 16.12.2020

Exp. date: 12.2023
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PRODUCT: MONURAL 3g granules for oral solution in sachets No2
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LOT No.: 375937
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TESTS T1lorasavenn

page 1/5

ANALYSIS CERTIFICATE

AHAJUTHYECKHI TTACTTIOPT

SPECIFICATIONS
CHELIHOUIKA LIS

Date:12.01.2021
Hara: 12.01.2021

Results/Pesynbrathi

Appearance

Onucanne

Identification

[Tozamunocts
Fosfomyein rometamol
QrocoviHHEL TPOME TaN0a
Fosfomyein and sucrose
Pochominmna 1f caxapoinl
Trometaniol
I'pomeranion

Average weight of a contained sachets
and unitormin of welght

Cpennas Macea COOEPAIMOTO NAKETOR 1
OHOPOIIOCTE TI0 MAcce

Hermiticity
epMernunocTs

Dissolution 1ime
Bpema pactoopenit

pll of 13%a solution inwater
pH 153% BoasOre pacTeopa

Water
Bona

Related substances

[TOCTOPOHHNC NIPHUMCCH
Fosfomycin gheeolare
DochoMNLMHE TIHKOARTA
Product of degradation A
Ilpoaykr gerpanauny A
Product of degradation B
lpogyx gerpadannm 3
Product of degradation C
Mponyrr aerpasaunn C

White graniles with a tangerine
smell

Mpaty bl ORAOTO HBETE © 3A1AX0OM
ManiapiHa

coir. to standard
COOTRETCIBYET CTAHAAPTY
corr. ta stundard
COOTBETCTBYET CTAHAALTY
corr. to standard
COOTBCTCTRYCT CTAH ﬁ.&l)‘i b4

80 g+ 3%
8.0r+ 5%
1820+ 75 %
2720+15%

Should be tight
JloaAeH GRITh TepPMeTITTHLIM

Noil maore than 60 sec, solution (15
Yo) is homogenous and opalescent
He Gonee 60 cex. pacrsop (15 %)
FOMOTEHHBII, Onajeclpyomni

From 4,0 to 5.0
Or4d.0 10 5,0

Nat wiore than 0,.5%
He Gouee 0,5%

Not more than | 0%
He Goaee 1,0 %%
Not nore than 2,.0%
He Gonee 2.0%
Not more than 0,5%
He tonee 0,5%
Not more than 0.5%
He Gosee 0.5%

Conforms

COOTBLTCTBYLCT

confo
COOTBETCTBYECT

conforis
COOTBETCIBYCT

contorns
COUTBETCTBYET

8.0¢

SV
20
9]

conforms
COOTBETCTHYET

conjorms
COOTRETCTBYLCT

4.4
4,4

{10} %4
) 0 4

conforms
COUTBETCIBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYCT
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ANALYSIS CERTIFICATE
AHAJNIMTHYECKHI TTACTIOPT

SPECIFICATIONS
CHELMDHKALMA

Date: 12.01.2021
Hara: 12.01.2021

2023

Results/PesynbraTh

Microbiological contamination
MukpoBuoaeriieckan yuerora
Assay of Fosfomyein trometamo!

Konnuecrsennoe onpenesenie
(pocomMunHa TpoMeTaMoIa

Packaging
Yraxkonka

Labeling
Mapxrnpuonka

Corresponds with requirements of
Pharmacopoeia
CooTrercrayer rpefosaHuam
drapmakoren
From 5,35 to 5,91 g/sachet
(95-105 % of declared content)

ot 5,35 10 5,91 rfixer {(95-105 %%

OT 3aABICHHOTO KOJIMECTRA)

6 gor 8 gofthe drug per sachel
made of four-laver laminated toil

(paper-polyethylene-aluninum-

polyethyvienel. 1 or 2 sacher in a
with
Instructions for medical use. It is
allowed to apply the first opening
control 1o the secondary packaging
(transparent fitm with the Zambon

carton  pack  together

loga).

Mo & v uan 8 r
[OMELLAIOT B
CHoitHOH
donury

2 naketa [OMENIAIOT B
10 TIPHMEHCHINO,
HaHeCeHHE 1a
VIIAKOBKY  KOHTPOJIA

JOFOTHNOM KoMIany 3aMBon).
On the sachet in Russian and
English is indicare; the trade name
of the drug, the dosage.

On the sachet in Russian indicares.
nonproprietary
substance,
COMPOSIIoN,
storage conditions, conditions of
release from pharmacies, the name
and address of the manujacturer,
warning labels: "Keep out of reach
of children” "Method of use — read
" Best

the  international
name of the uctive
medical  form,  the

the leaflet”, " Barch Mg ",
before: "

nperlapata
naxetsl 13 4-x
JIAMHHHPOBAHHOM
(Gymara-moaAHITUIEH -
ANMOMHHING — NoAMITHAEH), | UK
nayvky
KAPTOEHYK BMECTE C HHCTPYKLHET
Jonyckaercs
BTOPHUHYIO

MepBoro
BCKPLITHSL {APO3PAYHAN TUIEHKA ¢

conforms
COOTRETCTRVET

3,51 grsachet
(98% )
5.51 r/naxer
(98 9s)

& g of the drug per sachet made of
Jour-layer laminated foil (paper-
polvetivlene-aluminum-
polvethyviene). 2 sachets in a carton
pack together with Instructions fir
medical uye

[To 8 r npenaparta noseuens! s
NaKeThI u3 4-x COiHON
NAMMHHPOBAKHO Goawrn
(OyMuara-noaU3TUIEH~LTIOMITITI-
nomoTHAEH). 2 MAKETa NOMEICHHN
B KUPTOIHVIO NaUKYy BMECIe ¢
HHCTPYKLHEH 1o NpHMEHEHHIO.

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

On the sachet in Russian indicates.
the international  nonproprictary
name of the active substance,
medical  form, the composition,
storage conditions, conditions of
refease from pharmacies, the name
and uddress of the manufacturer
warning labels: "Keep out of reach
of children”, "Method of use — read
the leaflet”, " Barch Nz ", " Best
before:”
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ANALYSIS CERTIFICATE

AHAJTMTUYECKHI NACTIOPT

SPECIFICATIONS
CTHELTIOHKALLS

PHIOTOBICHINA PACTBODA WA MIPHEMA BHY Tpb Nod

Results/Pesyinratil

Adduionally on sacher indicares:
trade mark of the manufucturer (in
Latinj, sign of registration of the
trade name (&), production codes,
On the box in Russian and English
are indicate: trade name of the
drug. dosagre international
nonproprictary nanme of the active
substance,  medical  form,  the
number of sachets in the box

On the box in Russian indicae:
composition,  storage  conditions,
conditions  of  vacation  from
pharmacies, name and addresy of
the manufacturer, registration
number, warning labels: " Keep
out of reach of children”, "Method
of use-reqad the attached leaflet”
"Barch”, “date of manufacturing
" "Best before”

On the hox additionally indicate:
the trademark of the manyfucturer
(in Latini, the sign of registraiion
of the trade naine ( & j, production
codes, a graphic image of the
medical  form,  bar-code, Global
Trade ftem  Number which s
preceded  application  identifier
(01). application identifier (21). It
is aliowed to apply the imdividual
serial mumber of the secondary
{consumer)  medicinal  product
packaging, which is preceded by
the application identifier (21), as
well as  an ddentification  tnol
displuyed as o two-dimensional
har code.

Ha makere  wn  pycckom o
AHCIHACKOM  #3bIKC  YKA3LIBAIOT:

roprosoe HaiBdHIe
JEKAPCTBEHHOIO CPencTRa,
[OSHUPOBKY.

Ha naxete wa pycckom  sisbie
YKa3bIBAIOT; MEKAYHApOnHOe
HENATEHTOBAHHOE Hu3BaHue
NelicTBYI0IIEro BellecTna,

Addutionally on sachet indicates:
trade mark of the marufacturer 1in
Latin), sign of registration of the
trade name { ®), production codes,
On the box in Russian and English
are indicate: trade name of the
drug, dosage international
nonpraprietary name of the gorve
substance,  medical Jorm,  (he
nrumber of sachets in the box.

On the box in Russian indicate:
composition.  storage  conditions,
conditions  of  vacation  from
Pharmacies, name and adedress of
the  manufacturer,  registration
aumber, warning labels: " Keep
out of reach of childven”, "Method
of use-read the attached leaflet”
“Batch” “date of manifacturing:
" "Best before”

On the box additionalhy indicate:
the trademark of the manufacturer
(in Latin), the sign of registration
of the trade name [ _ ). production
codes, a graphic image of the
medical  form, bar-code, Global
Trade Item  Number which s
preceded  application  identifior
(01), the individual serial number
of  the  secondary  (consumer)
medicinal  product  packaging,
which s preceded by the
application identifier (21)
identification rool displayed as
nvo-dimensianal bar code.

Ma  nakere  na  pycckom

AUTIIICKOM  A3BIKC  YKATAHO:
TOProsoe Ha3BaHHC
JICKAPCTBEHHOTO cpenctsa,
AOIHPOBKA.

Ha naxere ma pycckom  a3mbixe
YKazaHo! MeHK Ay HapOdHoe
HEMAIeHTOBAHHOE HAIBAH ¢
HNeHCTBYIOWEro BelecTna,
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ANALYSIS CERTIFICATE

AHATTUTHUECKIMA TTACTTOPT

SPECIFICATIONS
CHELMHOHKALIMA

Hara: 12.01.2021

2023

Results/Pe3vipraThi

Labeling
MaprnpoBKa

HAIBaHHe nexapcTrennoil popMbl.
coLTas, YCNORMS XpaHens,
YCIOBIE  OTIYCKA 113 anTek,
Ha3BaHMe W agpec  pUpvbE
NPOHIBOINTENS,
npeaynpeaiTelibHble HAOMHCH:
((Xp&lHialTb B MECTAX, l!EJlOCT)’HHbI\’
ans aetedis, «Cnocod MPHMCHCHNA
qHTaiiTe PITaragmyo
pHCTpYKIHIon,  «Cepua Nat,
«loneH no».

Jo110iHUTENBHO Ha nakere
YKA3bIBAKT: TOProBbIf IHAK
(BHPMBI-TPOHIBOANTENA (Ha

JATHHHLE), 3HAK O PericTpaiuiu
Joprosoro  Hanmenosanis (@),
MPOI3BOACTBCHHbBIE KOABI.

Ha kaproHHOH IdUKe Hd PYCCKOM
I AHTAMACKOM S3LIKE YKadhiBaloT:

TOProBoe HA3BAIHE
AEKAPCTBEHHOIO cpencTea,
AOHPORKY, MEKIYHAPOITHOE
HEMATEHTORBAHHOL Ha3BaHue
AEHCTBYIOWIETO BCLUECTBA.

pasBaHHe JEKAPCTBCHHON (POPMBL,
KONMUECTHO MAKETOB B YHAKOBKC,
Ha kapToHHOII nayxe Ha pyCCKOM
3bIKE YKa3LIBAIOT! COCTaB,
YCHIOBHA  XpaHeHms,  yCrToBHA
OTNYCKA 13 4nicK, HazpaHwe W
anpec GUPMBI-NPOHIBOANTENA.
PETHCTPALMOHHBIIE HOMEP.
HPeAY NPT IbHbIE HaanucH:
«XpaHuTh B MECTAX, HEHOCTY (THBIX
a9 nereity, «Crnocod NPHMCHCHIH
z wuralte [pHIIaraeMy o
urerpykunion, «Cepusin,  «[lata
mar.y, «logen 10:»

Ha KapTONHOI nayKe
AOMONHNTENBHO YKa3biBaloT!
TOPTORbLLH 3HAK (hupMbL-

UPOM3IBONMTEAA  (Ha  JATHHMLE).
3HAK O PErHcTPaluK  10pProBoro
HAUMEHOBAHUS (®).
(IPOH3BONCTREHHLIC KOZbl.
rpaduieckee 300paKeHHE

HE3BAKIE JleKapeTBeHNoi popmui.
COCTaB, ycaosua XpaHeHuA,
VCNOBHA  OTRYCKa W3 AUTeR,
naspasue 1 aapec  PUDPMBI-
IPOUIROIMTEIS,
npeaynpeniresHpe HAATIICH:
«XpasuTh B MeCTAX, HET0CTY LN
s gereiis, «Cnocol npuMeHens
qHTAHTe HPHAATAEMY IO
picrpykumion,  «Cepus Nows,
«l'oneH [0,
JlonoaHnTensHo Hil NaKeTe
VKA3aHO. TOPrOBRIH 3HAK (JHPMbI-
npowisoanTens  (Ha AQATHHHILE),
JHAK O PErncIpaliin TOProsoro
He I MEHOBAH NS (B),
MPOH3BO/ICTBEHHBIC KO b
Ha xapTOHHOH navke Ha pyCcesom
W aHPHICKOM  #3blKe  YKA3ano:

TOProBOe na3pae
feKapcTBEHHOTO CpencTHa,
1O3NPORKA. MERCLY HAPO I HOL
HeNareHToORANHOE HAZBAHNC
HefCTBYHILETO BCULECTRA,

HAIBAHMC JIEKAPCTBCHHOM DOPMBIL
KOAMYECTRO MAKETOB B YIAKOBKE.
Ha KapTOHHOM Mauyke Ha PYCCROM
A3bIKC YKA3AHO! COCTAB, YCIOBIA
XpaHeHua, YCIoBhA OTHYCKD 13
AITCK, HA3BAHMAC W anpec GHpMbI-
NPOHIBOANTENS,

PErHCTPALLIONTH BT HOMED.
NPCAYNPCANTCIbHbIC HAAMICH
((XptlHH'l'b B MECTAN, HEJIOCTY NHLIX
s pereity, «Cnocod NpPUMeHEHNa
= yuraiite NPHAATAEMYIO
uneTpykumoy,  «Cepuaiy.  «ara
pary, «l"open ao:».

Ha KapToHHO MatKe
JIOTOJIHITEALHO yKa3aio:
TOPrOBbIH IHAK QUpPMbI-
IIPUH'HS(‘-EHTEJEH (Ha JIATHHMIC),
3HAK © PCrHCTPAUMK  TOProBOro
HAHNMEHOBal M (®).
IPOIBOACTBEHHBIC KO b
rpadiHeckoe WIoOPAKCHHE
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ANALYSIS CERTIFICATE
AHAJTATHYECKMH TACIIOPT

TESTS Tloxaszarenu SPECIFICATIONS Results/Pesyibrars
CHELHPHUKALIMA
Labeling NEeKapcTBEHHOH  GOPMBI, LITPHX- JICKAPCTBEHHOR GopMel,  WTPHX-
MapkupoBka Ko, rnobaibHbll  KOZ, rnobansHbi
HIeHTHOHKAUHOHHBIH HOMEp  MAeHTHOHKALMOHHBIA HOMEp

TOProBOH  €MHMILI,  KOTOPOMY TOPrOHOM  €OMHMLUbBL,  KOTOPOMY
npeAlecTRYET WIEHTHOUKATOP  nNpedllecTByer uaeHTnduKatop

upuMeHenns  (01),  wugukatop  OpHMEHCHMA (01),
npuMerennn  (21). [lomyckaeTcd  MHAMBUAYalIbHbIH CEPHHHbLA
HaHeceHHe HHIMBHAYAJIBHOTO  HOMED BTOPHHHO
CepHiiHOTO  HOMepa BTOpHYHOH (noTpeburensckoil) ynakosku JIT1,
(notpebutenscxoil) ynakoskn JITI, KoTopomy MnpelecTByeT
KOTOpOMY NPeIIeCTRYET WHAHKATOD  npumenenus  (21),
MHIHKATOp npuMeHenus (21), a cpenctso HICHTH HKALIHE,
TAKKE CPENCTRa MACHTU(QUKauWu, oToOpaNKacMoe B BHAC
oTobpaxaeMoro B BUIE [IRYXMEPHOTO WITPUXOBOIO KOUA.

ABYXMEPHOTO UITPHXOBOIQ KO,

Storage At temperature below 30 °C
Xpanenne [lpwu Temneparype He soie 30 °C
Shelf-life 3 years
Cpox roasocT 3 rona

THE LOT No. 375937 COMPLIES WITH TECHNICAL DOCUMENTATION P N012976/01-110707,
VARIATIONS 1-3
CEPHUS Ne 375937 COOTBETCTBYET HOPMATHBHOW AOKYMEHTAIIMK TT NOI2976/01-110707,
HM3MEHEHHWSA 1-3

(Seal) ZAMBON SWITZERLAND LTD
(TTeyars) 3AMBOH CBHMTLEPIIAM L JITIL
7 )

Manager of Control Quality Department
3apeny0mMi OTACAOM KOHTPOS KAYecTRa
AT F e FPRR N
v,

f/aw,_,,, %L/,//@/{ p
/

{
/







NOATBEPXOEHWUE Ne 5001052597/1 oT 22.01.2021
COOTBETCTBNA Cepuu (MapTim) NekapcTBeHHOro npenapara
TpeboBaHNAM, yCTaHOBMNEHHbIM fpn €ro rocynapcTeeHHo! pernctpauuy

OBuwectBo ¢ OrpaHuyeHHoM OTtBeTcTBEHHOCT
agpec 119002 r. Mocksa, Mmasosckuii ne

crnefyumne QOKYMEHTsI 1 cofepxallnecs B HUX cBegeHuns.

a) ceptuchukar nponssoanTens

NeKapcTBEHHOro

npenapara,

WHPOPMaLMIo O KOHTPOnNe KayecTea Cepuu nexkapcTeeHHoro npenapara;

0) HopmaTusHylo fokymeHTaLMO Ha nekapcTBeHHbIN npenapar:;

B) AOKYMEHT NOCTaBKW (MHBOIAC noctasLynka) Ne 1421000021 ot 15.01.2021
HACTOALMM 3asiBNAET, YTO NEeKapCTBEHHLIN Npenapart:

blo «3amboH Papmar, OpUaUYECKIi
P. 4.7, UHH 7704654651, paccmoTpes

cogdepxatiymnm

Toprosoe HanmeHoBaHue nex.
opma, oo3MpoBKa, hopma BbINycKa

MoHypan® rpaHynei Ans npuroToBnenns
pacTeopa Ans npuema BHyTPL 31, 81 -

NaKeTUKN MHOrOCNOWMHLIe nNaMWHWpPOBaHHBbIE |

(2 WT.) - naYkM KapTOHHbIE

|

MexayHapogHoe HenaTeHToBaHHOE

HaumeHoBaHmne (rpynnupoBoYHoe unu dochomuuynH
XUMuyeckoe)

Homep cepuu (napTtum) 375937

Obvem cepuv (napTum) 18750

HAaTta Bbinycka 12/2020

logeH go 12/2023

XpaHeHue Mpu Temnepatype He sbiwe 30°C
Cpok rogHocTn 3 ropa

HanmeHosaHue n agpec
nponssoaunTens (C ykasaHwem ctaguii
npon3soacTea)

3amboH CeuTuepnaHa Nta, Weeituapus
Zambon Switzerland Ltd: Via Industria 13,
CH-6814 Cadempino, Switzerland
Bce ctaguu npounssoacrea

Homep v aata peructpaunoHHoro
[OCTOBEPEHNS

M N012976/01 ot 11.07.2007 |

Homep HopMaTuBHOM AoKyMeHTaL K

1 N012976/01-110707, nam. 1-3

HaumeHosakue n agpec aepxarens
PErncTpaumoHHOro yaocToBepeHns

3amboH CeuTuepnaxa T4, Wseluapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland

COOTBETCTBYeET
peructpauunm,

TpeboBaHusMm,

YCTaHOBNEHHbIM

npu  ero  rocyaapcTBeHHO

WnanHukos P.B. (cneunanucr no KOHTPONK KayecTsa) no pgosepeHHocTn Ne 224 oT

17.03.2020 r. ot uMnopTepa OO0 «3ambon da

npoussoanTens «3ambon CenTuepnaxg Nro», Weeiiuapus («Zambon Switzerland Ltd»,

Switzerland) 6/H ot 17 Aekabps 2019,

LWnanHukos P.B.
{OUHO)

pmMa» Ha oCcHOBaHUU AOBEPEHHOCTU OT






