NMOATBEPXIEHHUE Ne 7000007521/7 ot 24.03.2020
COOTBETCTBHUSA CEPUH (TTAPTHH) TIEKAPCTBEHHOTO Hpenapara TpebGoBaHHsIM,
YCTaHOBJICHHBIM IIPH €ro rOCYapCTBEHHOH perucTpalyu

OburectBo ¢ OrpanndeHHOH OTBeTCTBEHHOCTBIO «3ambon MapMay, HOPHIHYECKHil
anpec 119002 r. Mocksa, ['mazosckuit mep. 1.7, UHH 7704654651, paccmorpes
ClIeIYOLIIe IOKYMEHTBI M COJIeprKalluecs B HHX CBEICHHUS:

a) cepTU(PUKAT  MPOU3BOIUTENS

JIEKAPCTBEHHOTO

nperiapara, colepKallii

MH(OPMALIHIO O KOHTPOJIE Ka9eCTBA CEPHH JIEKaPCTBEHHOTO MpenapaTa;

0) HOPMATHBHYIO TOKYMEHTALIMIO Ha JIEKAPCTBEHHBIH MTpenapar;

B) IOKYMEHT MOCTaBKU (HHBOIIC) moctaBmmka Ne 1420000266 ot 17.03.2020
HACTOSILUMM 3asIBIISIET, YTO JIGKAPCTBEHHBIH Mpernapar:

Toprosoe naumenosanue, nex. Gpopma, 103MpoBKa,
(dhopMma BEITIyCKa

Monypan® rpaHymel IS IPUroTOBRJIEHHS
pacTBOpa [UId [IPHEMA BHYTPh 2 T
(nMakeTHKH MHOTOCITOHHbIE
JlaMHHUpOoBaHHbIe) N1

Mesxnynapoanoe HenareHTOBaHHOE HAWMEHOBAHHE dochomunun
(TpYNIMPOBOYHOE HITH XHMHYECKOE)

Homep cepun (napriu): 371145
O6weM cepun (mapTHm) 24946
Jara Beiiycka 02/2020
[ojien o 02/2023

HaumeHoBanue u anpec mpoussoyuress (¢
YKa3aHHEM CTaIniH [IPOH3BOJICTRA)

3ambon Ceurnepiana Jita, [iseiinapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland
Bce cranuu npounssosctea

Homep 1 ata perHcTpallHOHHOT0 YI0CTOBEPEHHS

[1N012976/01 ot 11.07.2007

Homep HOpMaTHBHOM JOKYMEHTALHH

ITN012976/01-110707, u3m. 1-3

Haumenopanue u aapec aepsxarens
PErHCTPAITHOHHOTO YI0CTOBEPEHUS

3ambon Ceutuepnasy Jlta, Hiseknapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland

COOTBETCTBYET Tp@ﬁOBaHHﬂM,

perucrpaumH.

YCTaHOBJICHHBIM

OpH  €ro  rocyaapcTBEHHOMN

Hlnsnaukos P.B. (creuwanuct mo KOHTPOIIO KadecTBa) Mo AoBepeHHocTH Ne 224 or
17.03.2020 r. or umnoprepa OO0 «3amGon Papma» Ha OCHOBAHHU JOBEPEHHOCTH OT
npousBouTes «3ambon Ceutnepnann Jitmy, [lseiinapus («Zambon Switzerland Ltdy,
Switzerland) 6/H ot 17 nekabps 2019 .

- ’M HDisimaukos P.B.
- (ﬁb,L[l‘I'fiCB) (OHO)

&
.






ZAMBON SWITZERLAND Lutd.

0814 Cadempino, Svizzera
SAMBOH CBUATIEPTAINA M,
6814 Kanenmimno, seliuapus

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000209124
JIABOPATOPHSA KOHTPOJIA KAYECTBA  Ne Anasmsa 040000209124

Mfg. date: 21.02.2020
Jlara maroTonnennst: 21.02.2020

PRODUCT: MONURAL 2¢g granules for oral solution in sachets No |

Iponykt: Monypai 2r rpany s ans nprrotonnesns pacTeopa ans nprema suyTps Nel

LOT No.: 371145 page 1/5
Cepua Ne: 371145
ANALYSIS CERTIFICATE
AHAJIMTHYECKHHA IMACTIOPT

Exp. date: 02.2023
Cpoxk roadocru: 02,2023

Date:17.03.2020
Harta:17.03.2020

TESTS llokasarenn SPECIFICATIONS Results/Pesynrrars!
CHELMDHIKALIMA
Appearance White granules with a tangerine Conforms
smell,
Onucanue ['pattynsr Genoro useta ¢ 3anaxom COOTRETCTBYET
MaHAapHHA
Identification
HMoanuHuocTs
Fosfomyein trometamol corr. to standard conforms
Mocdomunina rpoMeTamona COOTBETCTRYET CTAHAAPTY COOTBETCTBYET
Fosfomycin and suerose corr, to standard conforms
DochomitHa 1 caxapoipl COOTRETCTRYET CTAHAAPTY COOTBETCTBYET
Tronietamol corr. to standard conforms
Tpomeramon COOTBETCTBYET CTAAAPTY COOTBETCTBYET
Average weight of a contained sachets 60,0 g+ 5% 539¢
and uniformity of weight 6,0 r+ 5% 59z
Cpesing Macca COURPAIMOro NAkeTos 1 /820 = 7.5 %, 20
QAHOPOAHOCTEL 110 Macce 2120 =15 % i
Hermiticity Should be tight conforms

[epmernynocTs HomkeH GBITh repMeTH HbIM

Dissolution time Not maore than 6f) sec, solution (15

Bpems pacteopenus Y) iy homogenaous and opalescent
He Gonee 60 cex, pactrop (15 %)
TOMOFEHHbBIH, OnanecUHpyrLIni

From 4.0 to 5,0
Ot 4,0 0o 5,0

PH of 13% solution in water
pH 15% poanoro pacrsopa

Water Nat mare than 0,5%
Bona He Gonee 0,5%

Related substances

[TocTopoHHIE NpHMECH
Fosfomycin glveolate
DocpoMuLIHa FAHKONATA
Product of degradution A
Ipoaykt aerpanauun A
Product of degradation B
[TpoayxT aerpanaumu B
Product of degradation C
Mpoaykt nerpasaunu C

Not more than 1.0%
He Gonee 1,0 %
Not maore than 2,07,
He Bonee 2,0%
Not more than 0.5%
He Gonee 0,5%
Not more than 0,5%
He Gonee 0,5%

COOTBETCTBYET

conforms
COOTBETCTRYET

0.1%

0, 1%

conforms
COOTBCTCTBYET
conforms
co l'ITRGTCTB)'eT
conforms
COOTBETCTBYET
conforms
CUD’T'BC'I'C'I'B}’&T



ZAMBON SWITZERLAND Ltd,

6814 Cadempino, Svizzera
3AMBOIT CBUTUEPIAHM JTta
6814 Kanemnuuo., [Hscinapus

CONTROL QUALITY LABORATORY

ANALYSIS Ne 040000209124 Date: 17.03.2020

JTABOPATOPUSI KOHTPOJISI KAYECTBA  Ne Ananusa 040000209124

Mfg. date: 21.02.2020
Jlata wsrotosaenus: 21.02.2020

Exp. date: 02.2023

Hata: 17.03.2020

Cpok rogHocty: 02.2023

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol
Mpoaykr: Monypan 2r rpanynbl A1 NPHIOTOBNEHI PAcTBOPA st NPHEMa BHYTPb Nol

LOT No.: 371145
Cepus No: 371145

TESTS TlMokaszarennu

page 2/5

ANALYSIS CERTIFICATE

AHAJTUTHYECKHI [TACIIOPT

SPECIFICATIONS
CITELIMDHUKALIMA

Results/PezynbraTsl

Microbiological contamination
MukpofbHoTornyeckas YHeToTa
Assay of Fosfomyein trometamol

KonnuecTseHHoe onpefeneHie
ochomuinHa TpOMETAMONA

Packaging
Vnakonka

Labeling
MapKkHpoBKa

Corresponds with requirements of
Pharmacopoeia
CooTBetcTyeT TPeDOBAHHAM
(hapmakonen
From 3.57 to 3,94 g/sachet
(95-105 % of declared content)
o1 3,57 1o 3,94 r/naket (95-105 %
OT 3aABNEHHOTO KONUYeCTRa)

6 g or 8 g of the drug per sachet
made of four-laver laminated foil
(paper-polvethylene-aluminum-
polvethylene). | or 2 sachet in a
carton  pack  together  with
Instructions for medical use. It fs
allowed to apply the first opening
control to the secondary packaging
(transparent film with the Zambon
logo).

Mo 6 t unu 8 r npenaparta
noMewlaloT 8 Nakethl 13 4-X
cloHHOH JAAMHITHPOBAHHOM
donsru  (Gymara-nonnaTHaeH - -
anomMHaNi — nommaTHAeH). | nan
2 naketa [NOMELWAKT B MAYKy
KAPTOHHYIO BMECTE € HIICTPYKLUHEH

no npumeHeno.  Jlonycxaercs
HAHECEHE Ha BTOPHYHYIO
VIAKOBKY — KOHTPOJA  [EPBOro

BCKPRITHS (NPo3padHas nienka c
AOTOTHIOM KoMIaHuK 3amOoH).
On the sachet in Russian and
English is indicate: the mrade name
of the drug, the dosage.

On the sachet in Russian indicates:
the international  nonproprietary
name  of the active  substance,
medical  form, the composition,

storage conditions, conditions of

release from pharmacies, the name
and address of the manufacturer,
warning labels: "Keep out of reach
of children”, "Method of use — read
the leafler”, " Butch Ne ", " Best
before:”.

conforms
COOTBCTCTRYET

3.60 g/sachet
(96% )
3.60 r/maxer
(l)(.‘ u-"ili.)

6 @ of the drug per sachet made of

our-laver laminated foil (paper-
‘ ! ; par

polyvethvlene-aluninum-
polvethvlene). 1 sachet in a carion
pack together with Instructions for
medical use.

[To 6 r npenapara NOMEIICHbI B
MaKeThl W3 4-x  cnofinoi
AAMHHHPOBAHHOI donbri
(SymMara-noanaTHIE H-UTIOMHH K-
nonuaTHICH). | NakeT NOMCIIEH B
KAPTOHHYK) — MauKy  BMecTe ¢
HHCTPYKUHEH TIO MPHMEHSHHIO,

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

On the sachet in Russian indicates.
the Imternational  nonproprietary
name of the active substance,
medical  form, the composition,
storage conditions, conditions of
release from pharmacies, the name
and address of the manufacturer,
warning labels: "Keep ont of reach
of children”, "Method of use — read
the leaflet”. " Batch Ne ", " Best
hefore: "



ZAMBON SWITZERLAND Lud.

6814 Cademping, Svizzera
FAMBOI CBHTHEPOALT v,
6814 Kawennuso. lseiiapug

CONTROL QUALITY LABORATORY

JIABOPATOPHSA KOHTPOJIS KAYECTBA

Mfg. date: 21.02.2020
Hata wsrotosnenua: 21.02.2020

ANALYSIS Ne 040000200124 Date: 17.03.2020

No Anamimsa 040000209124

Exp. date: 02.2023

Hara: 17.03.2020

Cpok roanocti: 12.2023

PRODUCT: MONURAL 2g granules for oral solution in sachets No|
[TponykT: Mokypan 2r rpasy/is! 108 NPHIOTOBASHNS pacTBOpa ans npuema sHyTpL Nol

LLOT No.: 371143
Cepna Ne: 371143

TESTS [loxaszatenu

page 3/5

ANALYSIS CERTIFICATE

AHAJIMTHYECKHWI [TACIIOPT

SPECIFICATIONS
CHNEUHDPHKALIMA

Results/Pesynbrarth

Labeling
Mapkuposxa

Additionally on sachet indicates:
frade mark of the manufacturer (in
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
nonproprietary name of the active
substance,  medical  form,  the
number of sachets in the hox,

On the box in Russian indicate:
composition,  storage  conditions,
conditions  of  vacation  from

pharmacies, name and address of

the  manufacturer, registration
number, warning labels: " Keep
out of reach of children”, "Method
of use-read the attached leaflet”,
"Batch", “date of manufacturing:
" "Best before”.

On the box additionally indicate:
the trademark of the manufacturer
(th 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  identifier

(01). application identifier (21). It
is allowed 1o apply the individual
serfal number of the secondary
(consumer) — medicinal  product
packaging, which is preceded by
the application identifier (21), us
well as  an  identification ool
displaved as a two-dimensional
bar code.

Ha makete wHa pycckom w

AHFANHCKOM  A3bIKE  YKA3bIBAKOT!
TOprosoe HasBaHue
NEKAPCTBEHHOTO Cpe/lcTRa,
NO3HPOBKY.

Ha nakere Ha pycckoM simike
YKA3hIBAKOT! MEXAVHAPOJAHOC
HeMaTeHTORAHHOE Ha3BaHHe

JEHCTBYIOLICTO BELUECTRA,

Additionallv on sachet indicates:
trade mark of the manufacturer (in
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
nonproprictary name of the active
substance,  medical  form,  the
number of sachets in the box,

On the box (n Russian indicate:
composition,  storage conditions,
conditions  of  vacation  from
pharmacies. name and address of
the  manufacturer, registration
number, warning labels: " Keep
out of reach of children", "Method
of use-read the attached leafler”,
"Batch”, “date of manufacturing:
" "Best before"

On the box additionally indicate:
the trademark of the mamifacturer
fin Latin), the sign of registration
af the trade name ( & ), production
codes, a graphic image of the

medical  form, bar-code, Global
Trade Irem  Number which iy
preceded  application  identifier

(1), application identifier (21).

Ha nakere ma  pycckom n

aHrNIifckoM  A3KIKe  yKa3aHo!
TOProBoe Ha3BaHHe
JIEKAPCTBCHHOMO CpeacTBa,
JIOTHPOBKA.

Ha npakete Ha pveckom  aibike
VKa3aHo: MEXIYHapoadoe

HEMaTeHTOBAHHOE HasBanue
NEHCTBYHOLWErD BCUIECTBA,



ZAMBON SWITZERLAND Ltd.

0814 Cadempino, Svizzera
3AMBOI CBHUTTEPJIAHI JIva.
6814 Kagemnuso. [psefitapns

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000200124 Date: 17.03.2020

JIABOPATOPUS KOHTPOJISI KAYECTBA  Ne Ananmsa 040000209124

Mfg. date: 21.02.2020 Exp. date: 02.2023

THara: 17.03.2020

[Jlata wsrorosnenns: 21.02.2020 Cpok roasoctu: 02.2023

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol

(TpoaykT: MoHypan 2 rpaHyibl 1A NPUrOTOBAEHNA PACTROPA ANA IPHEMA BIYTPh Nel

LOT No.: 370145 page 4/3
Cepus Ne: 371145
ANALYSIS CERTIFICATE
AHAJTIMTHYECKWH MACIIOPT

TESTS Tlokasatenu SPECIFICATIONS Results/Pesynbrarhl
CIMEUHDOHKALMA
Labeling HapaHle JeKapCTBEHHOR (OPMBI,  HasBaHne JEKApCTBEHHOM hoprbl,
MapKkHpoBKa COCTaB,  VCAOBHS  XpaHeHis, COCTaB,  YCAOBHMA  XpaHeHHA.

yeAORMs  CTIIYCKA M3 QUTEK,
wazeanue w1 azgpec  upmbl-
NPOM3BOANTEN,
npeaynpenuHTeNbHbIe HAANCH:
«XPaHHTh B MECTAX, HEJOCTYMHBIX
ans geteity, «Cnocod NpHMeHEHH
- yuraiite NpHaaraeMy:o
unetpykumion,  «Cepug  Natw,
«oaeH 1o,

JLOTIONHHTENBHO Ha nakere
YKa3blBAIOT! TOproBblii 3HAK
GUPMBI-NIPON3BOANTENA (Ha

AATHMHULE), 3HAK O PErHcTpauHH
Toprosoro  Haimenosanmua  (®).
NPON3BOACTBEHHBIE KOLbI.

Ha xapTOHHOI Nauke HA PYCCKOM
1 AHrAHACKOM S3bIKE YKa3blBAIOT!

TOProBoe HAIBAHMC
NeKapCTBEHHOIO cpeacTaa,
NO3HPOBKY, MEX 1y HAPOAHOE
HEMaTeHTOBAHHOE . HAIBAHNE
neHcTBYIONErD BELIECTRA,

Ha3BAHWE JickapcTBeHHOil GopMbl,
KOJIHYECTBO NAKETOR B YIAKOBKE,

Ha kapToHHOI nayke Ha pYCCKOM
AIbIKE VKa3bIBALOT: COCTaB,
VCAOBHA  XPaHeHMs,  yCHosusa
OTnIycKa M3 anTek, Ha3paHie

aapec GUpMBI-NpOH3BOANTENS,
perHcTPaLHOHHbII HOMEP,
npeaynpeanTenbHble HANHC I

«XpaHHTh B MECTAX, HENOCTYMHBIX
s peteit», «Cnocod npHMeHeHHs
- yyraiite npuaaragMyo
uHeTpykumion, «Cepuaiy,  «Jlarta
mar.y. «Conen ooy,

Ha KAPTOHHOH nayke
JONOAHUTCIBHO YKA3bIBAOT:
TOProBsbIii 3HAK hipmbI-

npom3BoanTens  (Ha naTHHHUE),
3HAK O PEerucTpalliii  TOProBoro
HAUMEHOBAHHS (®),
NPOH3BOACTBEHHbIE KOILbI,
rpadueckoe u3obpaxeHne

YCnonma OTnycKa H3 aAnTeK,
HazBaHue M agpec  (pHPMBI-
NPOH3BOAITENS,
ﬂpt’.,ﬂ)’l’lpeﬂl-lTCﬂbelE HAIMCH:
«XPaHHTh B MECTAX, HELOCTYNHBIX
ana getein, «Cnocold npHMeHeH s
- uuTalTe npuaaracmMyio
pHeTpykimion,  «Cepusg Neoo,
«l"oneH nom.

JToNOJHHTENBHO Ha nakere
VKA3aHO: TOProeblil 3HAK Pupmbl-
npousegoauTens  (Ha  JIATHHULC),
JHAK O PErucTpaunu  TOProsoro
HAHMEHOBAHNA (®),
NpOM3BOACTRCHHBLIC KObI.

Ha xapTonHOil nauke Ha pyccroM
I AHIIHHCKOM  AI3bIKC  YKQ3aHO!

TOprosoe Ha3Rale
NIEKAPCTBEITHOrO cpencTea,
NO3NPOBKA, MEICIVHAPOIAHOES
HEMATEHTOBAHHOE Ha3BaHIE
AeHCTRVIOWETO BELIECTRA.

HA3BAHHE JEKApPCTBEHHOM dopmubl,
KOAHYECTBO NAKETOB B YIIdKOBKC,
Ha KapTOHHOII Nayke HA PyCcCKOM
A3bIKE VKAQ3AHO: COCTAB, YC/IOBIA
XpaHeHHsA, YCAOBUA OTNyCKa M3
aNTeK, HaiBaHue N agpec QHPMbI-
NPOH3BOINTENS,
perucTpaLHoHHbIf HOMED,
npeaynpeauTelbHble HAMICH:
«XpaHNTb B MECTAX, HEAOCTYNIIBIX
s geteit», «Cnocod npumeHeHIs

yuTaiTe NpHIATAeMYyHo
uHeTpykumoy, «Cepustin,  «[lara
uir.», «oneH go:».

Ha KapTOHHOI navxe
AONOIHHTENBHO YKa3aHO:
TOProBbifl JHAK dhHpMbI-

NPOU3ROAHTENA (Ha JaTuHIUE),
3HAK O PCTHCTPALHN TOProBOIO
HAHMEHOBaHHA (®),
l'lpOil3BOLlCTB€HHbI€ KQbI,
rpaduyeckoe niobpakeHue



ZAMBON SWITZERLAND Litd.

6814 Cadempino. Svizzera

3AMBOH CBUTLIEPJIAH/, Jta.

6814 Kanemnuo, IlIseiiuapus

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000209124 Date: 17.03.2020
JIABOPATOPHSA KOHTPOJIS KAYECTBA Ne Ananusa 040000209124 Hara: 17.03.2020
Mfg. date: 21.02.2020 Exp. date: 02.2023

Hara waroroenenns: 21.02.2020 Cpox rogmocti: 02.2023

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol

Ipoayxr: Monypan 2r rpaHysst 15 IPHTOTOBIEHHS pacTBopa [l npHeMa BHyTpb Nel
LOT No.: 371145 page 5/5

Cepus Ne: 371145

ANALYSIS CERTIFICATE
AHAJIUTHYECKHH [TACTIOPT
TESTS Ilokasarenu SPECIFICATIONS Results/PesynsraTs
CIIEHUDHKALIU S
Labeling JIEKAPCTBEHHOH (POPMBI, WITPHX- JIEKAPCTBEHHON (opMBl, LITPHX-
Mapkuposka Koz, rnobanpHeI  KOg, rnoBanbHe
HWIEHTHPHUKALUNORHEIN HOMEp HACHTH(HKALHOHHBIN
TOPrOBOH  eIMHMUbBI, KOTOPOMY TOPrOBOM eIWHMLEI,

MPEAIIECTBYET  HAEHTH(HKATOP MPEALIECTBYET
npumeHernsa  (01), HHAMKaTOp NpHMEHEHHS

npuMeHerus  (21). Jlomyckaercs npuMenenns (21).

HaHeCeHHe HHIHBHAYANBHOTO
CepHHOrO  HOMEpa BTOPHYHOMN
(moTpeburennckoif) ymakosku JIII,
KOTOpOMY DpefecTByeT
HHIHKaTOp npuMeHewus (21), a
TAKKE CpejcTBa HIAECHTHOHKAUMH,
oTobpaxxcaeMoro B BUIE
ABYXMEPHOTO LITPHXOBOTO KOAA.

THE LOT No. 371145 COMPLIES WITH TECHNICAL DOCUMENTATION P N012976/01-1 10707,

VARIATIONS 1-3

CEPHA Ne 371145 COOTBETCTBYET HOPMATHUBHOM JOKYMEHTALIHH IT N012976/01-110707

M3MEHEHHA 1-3

(Seal) ZAMBON SWITZERLAND LTD

(ITeyats)

Manager of Control Quality Department
3aBenyromuit OTAETIOM KOHTPOIIS KayecTBa
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