MOATBEPKJIEHUE Ne 7000007521/3 or 24.03.2020
COOTBETCTBHS CepHH ([TAPTHHK) JIEKAPCTBEHHOTO IIpernapara TpeOoBaHMAM,
YCTAHOBJIEHHBIM [IPH €ro roCyAapCTBEHHOM perucTpalii

O6miectso ¢ Orpannvennoit OtBeTcTBEHHOCTHIO «3amMboH Papmay, IOpHIHYECKHH
angpec 119002 r. Mocksa, ['mazosckuit nep. n.7, MHH 7704654651, paccmorpes

CJICAYIOIIHE MOKYMEHTBI K COACPKaLHeCa B HUX CBEACHMA!

a) cepTU(UKAT  IIPOU3BOJUTEIIA

JIEKAPCTBEHHOTO

nperapara,  CoJlepKallHi

HHPOPMAITHIO O KOHTPOJIE KauyecTBa CEPUH JIEKapCTBEHHOTO Tpernapara,

0) HOPMATHBHYIO JOKYMEHTALHIO Ha JIEKapCTBEHHBIH rpenapar;

B) JIOKYMEHT IMOCTABKH (MHBOWC) rmocTaBuiika Ne 1420000266 or 17.03.2020
HACTOSAIIMM 3asIBIISIET, UTO JIEKAPCTBEHHBIH Mpenapar:

' Toprosoe HaHMeHOBaHHe, JTeK. (hopma, T03HPOBKA,
{bopma BBIITYCKA

MoHypal rpaHyIsl I8 IPHCOTOBICHHS
pacTBopa JUlsl IpHEMAa BHYTPL 3 T
(MaKeTHKH MHOTOCIOHHBIE
naMHHHpoBaHHEIe) N2

MesxyHapoIHOe HellaTeHTOBAaHHOE HaWMEHOBaHHE dochomuuna
(rpyniupoBOYHOE WIIH XHMHYECKOE)

Homep cepuu (apruu): 370986
O0wem cepuH (IapTHH) 18574
Jlara BblIyCKa 02/2020
Tonen j1o0 02/2023

HanMeHORaHHE W aJipec MPOU3BOAHTENS (C
yKazaHHEeM CTaluil IpoH3BOJICTBA)

3amGon Ceutuepnann Jitn, [seiinapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland
Bee ctanguu npou3BOACTBA

Homep u JaTa perHCTPAIlHOHHOTO YIOCTOBEPEHH S

[1N012976/01 ot 11.07.2007

Homep HOpMaTHBHOI JOKYMEHTALHH

I1N012976/01-110707, uzm. 1-3

HaumenoBanue u ajpec aepkarcia
PErucTpallHiOHHOr0 YO10CTOBEPEHM A

3ambon Ceuruepnann Jlta, seituapus
Zambon Switzerland Ltd; Via Industria 13,
CH-6814 Cadempino, Switzerland

COOTBETCTBYCT Tpe6OBaHI/IHM,

perucTpanuu.

YCTaHOBIEHHBIM IIPH  €r0

roCy4apCTBEHHON

[ LsirraukoB P.B. (crenuaniet mo KOHTPONO KadecTBa) 1o AoBepeHHocTH Ne 224 ot
17.03.2020 r. ot umnoprepa OO0 «3ambon Papma» HA OCHOBAHHH IOBEPEHHOCTH OT
npomnsBoauTes «3ambon Ceutuepnana JItmy, Hsettnapus («Zambon Switzerland Ltd»,
Switzerland) 6/1 oT 17 nexadps 2019 r.
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ZAMBON SWITZERLAND Lid.

6814 Cadempino, Svizzera
3AMBOH CBHTTIEPJIAHA Jta.
6814 Kanesimno, HLpefiuapus

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000208854 Date:17.03.2020
JIABOPATOPHS KOHTPOJIA KAYECTBA Ne Ananusa 040000208834 Hara: 17.03.2020

Mfg, date: 14.02.2020
Jara warotosnenus: 14.02.2020

Exp. date: 02.2023
Cpok roanoctn: 02.2023
PRODUCT: MONURAL 3g granules for oral solution in sachets No2
[lpoaykr: Monypan 3r rpaHynsl s nPHrOTOBIEHIS PACTBOPA 1S NPHEMa BHYTph No2
LOT No.: 370986 page 1/5
Cepug No: 370980

ANALYSIS CERTIFICATE
AHAJIUTHYECKHIA MTACIIOPT

TESTS Tlokaszarenn SPECIFICATIONS Results/Pesynbrarhi
CTIELIMDHKALIM A
Appearance White granules with a tangerine Conforms
smell,
Onucanne I'panyibl 6e10ro usera ¢ 3anaxon COOTBETCTBYET
MaHsjapHHa
Identification
TMoannHHOCTh
Fosfomycin trometamol corr. to standard conforms
DochomiLHa TpoMeTaMO1A COOTBETCTBYET CTAHIAPTY COOTBETCTBYET
Fosfomycin and sucrose corr. to standard conforms
MdochomiuiHa 1 caxapoibl COOTBETCTBYET CTAHAAPTY COOTBETCTBYET

Trometamol corr. to standard conforms

Tpomeramon COOTBETCTBYET CTAHLAPTY COOTBETCTBYET
Average weight of a contained sachets 8,0g+5% 8,0 ¢
and wuntformity of weight 8.0r+5% N2
Cpeanss mMacca coLePIHMOro NakeTon i 1872075 20
OIHOPOAHOCTh N0 Macce 220 £15 " l
Hermiticity Should be tight conforms

lepmeTuHoCTh HonkeH ObITb repMeTHY HbIM COOTBETCTBYET

Dissolution time Not more than 60 sec, solution (135 conforms

Bpems pacteopeHis Y6) is homogenous and opalescent COOTBETCTBYCT
He Gonee 60 cex, pactop (15 %)
FOMOTEHHbL, ONanecUHpy O WHIT
pH of 15% solution inwater From 4.0 1o 5.0) 4.5
pH 15% soanoro pactsopa Ot14,0 10 5,0 4.5
Water Not more than 0,5% 0, 1%
Boaa He Gonee 0.5% 0, 1%
Related substances
ITocTopoHHNE NPHMeECH
Fosfomycin glycolate Not more than 1.0% conforms
DocdoMuuiHa ranKonarta He Gostee 1,0 % COOTBETCTBYET
Product of degradation A Not more than 2,00% conforms
IpoaykT nerpanaunn A He Gonee 2.0% COOTBETCTRBYET
Product of degradation B Not more than 0.5% conforms
[Mpoavir gerpasaunn B He Gonee 0,5% COOTBETCTBYET

Product of degradation C
[Tpoayxkr aerpasaunn C

Not more than 0,5%
He Bonee 0.5%

conforms
COOTBETCTBYET



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBUTLEPJAH]L Jta.
0814 Kanesmnuno, [Useinapua

CONTROL QUALITY LABORATORY
TABOPATOPHS KOHTPOJIS KAUECTBA  Ne Ananusa 040000208854

MIg. date: 14.02.2020
Jlata marotorneHun: 14.02.2020

ANALYSIS No 040000208854 Date: 17.03.2020

Exp. date: 02.2023

Hara: 17.03.2020

Cpoxk roanocrir: 02,2023

PRODUCT: MONURAL 3g granules for oral solution in sachets No2
Mpoaykt: Mounypan 3r rpaHyJibl A8 NPHIOTOBACHIA PACTBOPA AN IPHEMA BHYTP No2

LOT No.:
Cepust Ne:

370986
370986

page 2/5

ANALYSIS CERTIFICATE

AHATTUTHYECKWM TTACIIOPT

TESTS [lokasarenn SPECIFICATIONS Results/Pesynerars
CMELUMDPHUKALIMA
Microbiological contamination Corresponds with requirements of conforms
MuxpoOHofloriyeckas HncroTa Pharmacopoeia COOTBETCTBYCT
CooTBeTCTBYET TPEOOBAHHAM
dapMmakonen

Assay ol Fostomycin trometamol

KonuuecTaeHHOE onpeaencHue
hocdomuIHa TPOMETaMOna

Packaging
Vnakoeka

Labeling
MapxupoBKa

From 5,35 to 5,91 g/sachet
(95-103 % of declared content)
o1 5,35 no 5,91 r/naker (95-105 %
OT 3a9BNEHHOTO KOMIYECTha)

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

Mo 6 r wunr 8§ r npenapara
NoMelwaT B MakeThl 3 4-x
cIoHHO JIAMIHHPOBAHHOI
donnri (Bymara-noaMdITHASH -
AMOMMHUA — TonmaTHiaeH). | nnu
2 [naketa MOMEMawT B TAvKy
KAPTOHHYIO BMECTe © WHCTPYKUHeit

no npumenenHto.  Jonyckaercs
HaHeCceHHe Ha BTOPHYHYIO
YNAKOBKY  KOHTPOJA  TEpPBOTO

BCKPBITHA (npo3pavHas IUIEHKQ ¢
JTOTOTHIOM KOMIIaHHH 3aMO0H).
On the sachet in Russian and
English is indicate: the trade name
of the drug. the dosuge.

On the sachet in Russian indicates:
the imternational  nonproprictary
name of the active substunce,
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 leaflet”, " Batch Ne ", " Best
before! "

5,53 g/sachet
(98%0 )
5,53 r/maket
(98 %)

8 g of the drug per sachet made of

Sfour-layer laminated foil (paper-

polyethylene-aluminum-
polvethylene). 2 sachets in a carton
pack together with Instructions for
medical use.

INo 8 r npenapara noMeLIeHB! B
MaKeThl M3 4-X  CJI0iTHOT
AAMITHHPOBAHHOIT hoasra
(ByMara-noau3THICH-ATIOM HH -
NOJAHITHACH). 2 MaKeTa NnoMelleHbl
B KAPTOHHYK NauKy BMeCTe C
HHCTPYKIHEH TIO MPHMEHEHIO.

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  nonproprietary
name of the active substance,
medical form, the composition,
storage conditions, conditions of
release from pharmacies, the name
and address of the manufucturer,
warning labels: "Keep owt of reach
of children”. "Method of use — read
the leafler”, " Batch Ne ", "' Best
before:".



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
JAMBOH CBHTTIEPJIAHA Nya.
6814 Kanemnuno, Hineiiuapuy

CONTROL QUALITY LABORATORY
JABOPATOPKA KOHTPOJIA KAYECTBA  Ne Anamiia 040000208854

Mfg. date: 14.02.2020

Hara wsrotonnenna: 14.02.2020

ANALYSIS Ne 040000208854 Date: 17.(
Hara: 17.(

Exp. date: 02.2023

13.2020
U

03.202

Cpok roaxocti: 02.2023

PRODUCT: MONURAL 3g granules for oral solution in sachets No2
[Tpoaykt: Mouypas 3r rpasy/ibl A1 (pHrOTORIE HIA pacTsopa Ans npuema BHYTPE No2

LOT No.: 370986
Cepusa Ne: 370986

TESTS Tlokazartenu

page 3/5

ANALYSIS CERTIFICATE

AHAJTUTHYECKHIT TTACTIOPT

SPECIFICATIONS
CITEUHMDHKALIMS

Results/Pesyvantari

Labeling
Mapkuposxa

Additionally on sachet indicates:
wrade mark of the manufacturer (in
Latin), sign of registration of the
trade name (®). production codes.

On the bax in Russian and English
are indicate: trade name of the
drug, dosage international
nonproprielary name of the active
substance,  medical  form,  the
nuniber of sachets in the box.

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 wuse-read the atrached leaflet”,
"Batch”, “date of manufacturing:
" "Best before”

On the box additionally indicate:
the trademark of the manufucturer
(in Latin), the sign of registration
of the trade name ( ® ), production
codes, a graphic image of the
medical  form,  bur-code, Global
Trade ftem  Number which s
preceded  application  identifier
(01), application identifier (21). It
is allowed 1o apply the individual
sertal muomber of the secondary
(eonsumer)  medicinal  product
packaging, which is preceded by
the application identifier (21), as
well as  an identification  taol
displayed as a two-dimensional
bar code.

Ha pakere  wa  pycckom  #
AHTTHIICKOM  A3BIKE  YKa3blBaAlOT:

TOproeoe HaszpaHue
JIEKapCTBEHNOIO cpeacrea,
OO3UPOBKY.

Ha nakete na pycckom  s3wike
YKA3LIBAKOT! MCIKIAYHAPOIHOE
HEMATeHTOBAHHOC Ha3BdaHHE

NEeHCTBYIOLLETO BELIECTRA,

Additionally on sacher indicates:
trade mark of the manufacturer (in
Latin), sign of registration of the
trade name (&), production codes,
On the box i Russian and English
are Indicate: trade name of the
drug, dosage international
nonproprictary name of the active
substance,  medical  form,  the
mmber of sachels in the box,

O the box in Russian indicate:
composition,  storage  conditions,
conditions  of  vacation from
pharmacies, name and address of
the  manufacturer,  registration
mimber, warning labels: " Keep
out of reach of children”, "Method
of use-rcad the anached leafler"
"Batch”, “date of manufacturing:
" "Best hefore”.

On the box additionally 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 ltem  Number which s
preceded  application  identifier
(01), application identificr (21).

Ha nakete wHa pycckom o
anrIniickom FIBIKE  VKa3aHo:

TOprosoe Ha3BaHMe
JeKAPCTBEHHOTO CpencTra,
NI03MPOBKA.

Ha nakere Ha pycckom  f3bike
YKa3zaHo: Mc)K.’lyHﬂp(‘)}_IH(JC
HENATEHTORAHHOE Ha3BaHue

JNEHCTBYIOILETO BEIHECTBA,



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMEOH CBATUEPIAN e,
6814 Kajiemnuno, HipeHrapus

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000208854 Date: 17.03‘.2020.
TAEOPATOPHS KOHTPOJIS KAYECTBA Ne Ananiza 040000208854 Aara: 17.03.2020
Mfg. date: 14.02.2020 Exp. date: 02.2023

Jlata wsrotosnerns: 14.02.2020 Cpoxk roawocti: 02.2023

PRODUCT: MONURAL 3g granules for oral solution in sachets No2

[Tpoayxr: Mouypan 3r TpaHyisl s NpHroToBieng pacTsopa JUIA NpHENa BHYTpPL No2

LOT No.: 370986 page 4/3
Cepus Ne: 370986
ANALYSIS CERTIFICATE
AHAJTMTHUUECKHH MACIIOPT

TESTS ITokasarenn SPECIFICATIONS Results/PesvibTarh
CHOELHDHKALINA
Labeling HAIRAHME JIeKApCTBeHHOH (hopMbl,  Ha3BaHKE NEKapCTBCHHOI (opMbI,
MRPKHPOBK& cocTasn, ycnoBHA XPaHCHHA, cocTag, YCA0BIA XpancHus,

yenosus  OTOYCKa U3 anrex,
wazgaune 1 agpec  Gupm-
NPOH3BOAHTEIA,
npeaynpenTeNibHbIE HAANHCH:
«XpaHuTh B MCCTAX, HEAOCTYITHBIX
ana gereiy, «Cnocod npHMEHeHHA
- YnTaiiTE NpHRaragmyio
uneTpykumoy,  «Cepua Noty,
«lonen nomm.

JlononduTesHO Ha nakere
VKA3blBAIOT: TOPTOBLIH 3HAK
(hHPMBI-MTPOHIBO IUTEA (Ha

AATUHALE), 3HAK O PErHCTPALM
TOProBOFO  HAMMCHOBATINA (@),
NPOH3BOACTBEHHBIC KOJIbI.

Ha kapTOHHON Mauke HA PYCCKOM
M AHTAHACKOM $I3BLIKC YKA3LIBAIOT!

TOProBoe HA3BaHNE
JIeKapCTBCHHOTO CpecTBa,
NO3HPOBRY, MEJKILY HAPOIHOE
HENATEHTOBAHHOE Ha3BaHKe
NEACTBYHILETO BeLeCTBa,

HASBAHME JIEKAPCTBRHHOH (hopMbI,
KOJIHYCCTBO MAKCTOB B YMaKOBKC.

Ha kapTOHHON Nauke Ha PYCCKOM
AIBIKC VKQ3bIBAIOT: cocTae,
VCNOBHS  XpaHeHud,  YCI0BHA
OTNYCKAa M3 anTek, HaipaHue M

anpec bUPMBI-NPOU3IBOANTENA,
PErucTpalHOHHbIH HOMEP,
MPeayNpeaHTeNbHbIE HAANHCH:

«XpaHUTh B MECTAX, HEAOCTYNHBIX
ang peteity. «Crnocod npUMeEHCHNA
= quTanTe NPHAATAEMYVIO
uHCTpyKLion, «Cepnay, «Mata
usr.», «Conen 10:».

Ha KapTOHHOI] nauke
NOMONHHTENBHO VKa3bIBAIOT!
TOProseli 3IHAK bHpMbI-

npoussoAnTens  (Ha  aTHITALE),
JHAK © PETHCTPaLil  TOProOBOTO
HAHMEHOBaHHA (@),
MPOH3BOACTBEHHbIE KOZb,
rpadudeckoe H300pwKeHHE

YCIOBHS  OTNYCKA W3 arTek.
wazgaHue  u anpec  pupmbl-
NpoN3BOANTENS,
npenynpeanTe/bHble HALNTHCH:
«XpaHNTh B MECTAX, HEAOCTYMHBLIX
ans aetefn, «Cnocod npumenens
- yuTaiiTe MPUAATACMY )
uHeTpykiion,  «Cepna Nuo,
«lonen 40:».

HonoaHuTenLHO Ha nakete
VKa3aHo: TOProselit iHak (upmbi-
NpoM3BOANTENs  (HA  JATHHHLE),
3HAK O PErMcTpaudil TOProBoro
HANMCHOBAHUS (®),
NPOIBOJACTBEHIBIC KO/LBI.

Ha kapToHHoit navyke Ha pycckom
W auraniickom  A3bIKe  YKa3aHo!

TOprosoe Ha3BuHIIE
NIEKAPCTBEHHOID CpeacTRa,
JO3HPOBKA, MEM 1Y HAPOIHOE
HeNaTeHTOBAHHOE HaiBalpe
JefCTRYIOWEr0 BELLCCTRA,

Ha3BAHUE NEKAPCTBEHHON (opMbl,
KOJIHYECTRBO NUKETOR B YNAKOBKC.
Ha KapTOHHOI Mauke Ha pyCccKOM
A3BIKC VKA3aHO! COCTaB, YCJIOBHS
XPaHCHMUA. YCJNOBMA OTNYCKA M3
allTCK, Ha3BaHUC o aapec PUpMbl-
APOMIBOIMTENA,
perHeTpalliOHH b HOMED,
npeaynpeadTeaLHbie HAITHCH:
«XPAHHTh B MECTAX, HEJOCTYIHBIX
ana getein, «Criocod npuMeHeHHs
uuTanTe MpHAAracMyo
HHeTpykumion, «Cepusiy, «Jlata
n3r.o», «l'onen no:».

Ha KAPTOHHO nayke
NONOTHHTENLHO YRA3AHO!
TOPTOBbIi 3HAK (hHpMBI-

NPOM3BOANTENSL  (HA  JlaTHHIUE),
3HAK © perucTpauny TOproporo
HAaUMCHOBAHHIA (®),
[IPOH3BOACTBEHHBIC KO/IbI,
rpaduuccroe HI0OpAKCHHE



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHTLIEPJIAHJ] Jita,

6814 Kanemnuro, IIsetiuapus

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJISI KAUECTBA Ne Anamuza 040000208854

Mfg. date: 14.02.2020
Hata u3rotoBnenus: 14.02.2020

ANALYSIS Ne 040000208854 Date: 17.03.2020

Exp. date: 02.2023

JHara: 17.03.2020

Cpox roaxocts: 02.2023

PRODUCT: MONURAL 3g granules for oral solution in sachets No2
[Mponyxt: MoHypan 3r rpauys! s NIPUTOTOBNEHHA PacTBOpPA V1A NpHeMa BHYTPh No2

LOT No.: 370986 page 5/5
Cepus Ne: 370986
ANALYSIS CERTIFICATE
AHAJIATUYECKHH [TACIIOPT
TESTS IlokasaTenn SPECIFICATIONS Results/PesynsTaTsn
CIMEUMMPHKALM A
Labeling TMeKApCTBECHHOA (OPMBI, IITPHX- JIEKAPCTBEHHOM (OPMBI, IITPHX-
Mapkupoeka KO, rnobanbHBl Ko, riuobanbHeIH
HIEHTH()HKALMOHHBIH HOMEP HIACHTH(HKALHOHHBIH HOMep
TOPrOBOH ~ €QHHHLE], KOTOPOMY TOPTOBOH  eJMHHMLEI, KOTOpOMY
NpeALIecTByeT HAEHTHUKATOp MNpegmecTByeT HAeHTHOHKATOP
npavenedust  (01), uuaukatop mnpumenenns  (01), HHIHKATOp
npumenenus (21). Jlonyckaercs npumenenus (21).
HaHECEHHe HHIHBHAYANBHOTO
CepHHHOr0 HOMEpa BTOPHYHOIM
(notpebuTensckoit) ynakosku JITI,
KOTOpOMY npeAlecTByeT

HHIHKATOp npuMeHenus (21), a
TAKKe CPEACTBA HMAEHTH(PHKALMH,
oTobpaxkaemoro B BHIIE
JBYXMEPHOr'0 LITPHXOBOTO KOJA.

THE LOT No. 370986 COMPLIES WITH TECHNICAL DOCUMENTATION P N012976/01-110707,
VARIATIONS 1-3
CEPHA Ne 370986 COOTBETCTBYET HOPMATHUBHOM AOKYMEHTALIMH I1N012976/01-110707,
H3MEHEHHUA 1-3

(Seal)
([Teuatn)

Manager of Control Quality Department
3aBefyloLIuit OTAEIOM KOHTPONA KauecTsa
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