JIEKJAPAIISI O COOTBETCTBUU

NEKJAPAHT, MIPHHUMAIOUIAHA JEKJIAPAIIAIO O COOTBETCTBHU
000 "3ambon Qapma”
Ceedenus o pezuempayuu opaanusayuu: Mesepationnan uncnexyus Pedepansnoti naro2o6ol caysicévr Ne 46 no
| 2 Mockee 10.07.2007, OPH 1077757775182, dama npuceoenuss OI'PH 10.07.2007.
. Adpec: 119002,2. Mockea, Tasoecxuti nep., 0.7 . Teneqhon.8(495) 933-38-30
¢ B nuye: I'enepanonotii oupexmop Obpyynuxog A.B.
| | Hosepennoe nuyo: Llnanuuxos P.B., dueepennocmn Nel56-1 om 26.10.18

3ASIBJISIET, YTO

Jerapemeennoe cpedcmeo. Monypan, epanynvl 015 HPU2OMOBAEHUA PACMEOPA ONs npuema GHymps 3 2,
nakemukit MHo20cA0tNbIe Namunupogaitete (1), nauku kapmonnwle, pez Ne IT N012976/01 om 11,07.2007 .
cepus 367238, napmus 37458 ynaroeok, 200en oo 01.07.2022, npouseodcmea 3ambon Ceumyeprand JAmo,
LUgenyapua, Bua Hnoyempua 13, CH-6814 Kadesmnuno,Lseiyapus xod OKITH2 21.20.10.174, koo TH BCJ,Q'
] 3004200002, konmpawm Ne 6/n om 01.08.2019, uneoiic Ne 1419000682 om 24.09.2019

COOTBETCTBYET TPEEOBAHHUSIM

! IT N012976/01-110707 uzm. Nel -2

| JEKJIAPALIMSI TIPHHSITA HA OCHOBAHUW

npomoxon ucneimanuii Ne 44645 om 08.10.2019 Jlabopamopnwiii yenmp OO0 "LIKK OHIL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC CH.OMI11.C91946 om 08.10.2019

RAEKIIAPAINAY 09.10.2019
ACXBUTENBHA J[0 01.07.2022

% fé_ I nanauxos P.B.

= MORMHUCH O.H1.0

CBEJEHUS O PETUCTPAIINHA

OPI'AH 10 CEPTHOUKANAH, 3APEFTHCTPUPOBABIIINI JEKJIAPALIHIO .
RA.RU.11®MI1 OPIAH ITO CEPTHQHKAILIHHA ITPONYKIHH OFLECTBO C OI' PAHHYEHHOH _
OTBETCTBEHHOCTBIO "OOPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-viii Bsazosckuii
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugpuxayuu. 129626, 2. Mockea, 1-aa Muimuwunckas, 0. 25, mex.
(495) 783-19-08

[
| JEKJAPAIIUSI O COOTBETCTBUH 3APETHCTPUPOBAHA N POCC RU J-CH.®M11.4.40969/19
| IATA PETHUCTPAUUM 09.10.2019

Hpyxxos H.B.
/’lonnncb 3am. pyxosoautens OC
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ZAMBON SWITZERLAND Litd.

6814 Cadempino, Svizzera
3AMBOH CBHTLEPJIAHI M.
6814 Kazemnuno. Hlneinapua

CONTROL QUALITY LABORATORY
JIABOPATOPHA KOHTPOJIA KAYECTBA M Aranmusa 040000201855
Mfg. date: 23.07.2019

Hara warotosnenns: 23.07.2019

ANALYSIS Ne 040000201855 Date: 31.07.2019
Hara: 31.07.2019

Exp. date: 07.2022
Cpox roanoeru: 07,2022

PRODUCT: MONURAL 3g granules for oral solution in sachets Nol
Mponyxr: Monypan 3r rpanyiibl s MpHroToBASHU PACTBOPA 14 npHeMa BHYTPL Nel
LOT No.: 367238 page 1/2
Cepust No: 367238
ANALYSIS CERTIFICATE
AHATIMTUYECKHI TIACITOPT
TESTS Tlokazarenn

SPECIFICATIONS CIELIM®OUKALLMSI Results/Pesvibrare

Appearance White colour granules with a tangerine smell conforms
granules.

Ouitcanne I'panynsl 6enoro wiera ¢ sanaxon COOTRETCTRYET
MaHJapHHa

Identification

[MoamuHHoCTL

Fosfomyen trometamol
Docdomitmma TpoMeTamoa
Fosfomyein and sucrose
Pochomupna 1 caxapois
Trometamol

TpomeTamon

Average weight of a contained sachets
and uniformine of weight

CpelHas Macca COAepRIMOro NAKeToB i

OTHOPOAHOCTL NO Macce

Hermiticity
lepmeriyHoCcTh

Dissolution time
Bpensa pactropenins

pH of 15% solution in water
pH 15% Boanoro pacreopa

Water
Bona

Related substances*

[Mocroponnue npumeci
Fosfomyein glveolate
DocpoMULIMHA TTHKONATA
Product of degradation 4
MMponyxTt gerpagaumuy A
Product of degradation B
Ipoayxr nerpagauiu B
Praoduct of degradation C
Mponyxkr aerpapaunn C

corr. to Standard
COOTBETCTBYET CTAHAAPTY
corr. to standard
COOTBETCTBYET CTAHAAPTY
corr. to standard
CODTBETCTRYET CTAHIAPTY

8.0 g + 5%
8,0r+5%
182075 %
220+15%

Should be right
Homien OLITL repMeTifHbIM

Not more than 60 sec, solution (15 %)
is homogenous and opalescent

He Bonee 60 cex, pactsop (15 %)
FOMOTEHHbI, ONANECHMPYIOLLHI

From 4,0 to 5.0
Or4,0 10 5.0

Not more than (,5%
He 6once 0,5%

Not more than 1.0%
He Gonee 1,0 %
Not more than 2,0%
He Gonee 2,0%
Not more than 0,5%
He Gonee 0,5%
Not more than (0, 5%
He Gonee 0,5%

conforms
COOTBETCTBYET

conforms
COOTBETCTRYET

conforms
COOTBETCTBYE!

788 g
8y 2

&
{)

-

{1l

{
conforms
L‘U()'I'BCTCTB'\‘ET

conforms
COOTBCTCTBYET

s Ly

0.1%
0. 1%

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTRETCTBYET



Microbiological contamination
Muxpo6uonormieckas HHCTOTa

Assay of Fosfomycin trometamol

KonuyecTReHHOE oNpeeneHne
(ocomuiHa TpOMETAMONA

Corresponds with requirements of conforms

Pharmacopoeia COOTBETCTBYET
CootsercTByeT TpeGopannam dapmakoneH

From 5,35 to 5,91 g/sachet (95-105 % of 5.52 g/sachet
declared content) (98% )

ot 5,35 no 5,91 r/naket (95-105 % ot 5,52 r/naket

1aABJIEHHOTO KOJIMYECTRA) (98% )

* - The test has not been performed on this batch since it is not routine. The manufacturer guarantees conformity to

this requirement.

* - [Ipu aHaNM3e JaHHOM cepuM yKasaHHhIE [TOKa3aTenu He OmpefieANIHCh, TAK KAK 3TO HCMBLITAHHE HE ABNAETCS
pyTHHHEIM. [IpOM3BOUTEIL FAPAHTHPYET KAYECTBO NPOAYKTA N0 3THM MOKA3aTeJIsIM.

THE LOT No. 367238
CEPHA No 367238
(Seal)

(ITewatn)

Manager of Control Quality Department
3aBeyIOMuil OTAEIOM KOHTPONA KauecTa
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COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
COOTBETCTBVET BCEM BbILIEYKA3AHHBIM CITELTUPUKALIHAM

ZAMBON SWITZERLAND LTD
3AMBOH CBUTLEPJIAHI JIT/L

ZAMBON SWITZERLAND Ltd

THE QUALIFIED PERSON
Dott. Emiliano Sion
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