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JIABOPATOPHSA KOHTPOJIA KAUECTBA  Ne Ananusa 040000191751
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Hara narorosaenun: 06.09.2018

PRODUCT: MONURAL 3g granules for oral solution in sachets No|
[Ipoaykr: Mowypas 3r rpaHy/ibl A8 NPUIOTOBNEHHS PACTBOPA V18 NpHeMa BHYTPh Nul
LOT No.: 360553 page 1/2
CepHs Nu; 360553
ANALYSIS CERTIFICATE
AHAJIUTHYECKHH TTACTIOPT

TESTS TIloxasarenn SPECIFICATIONS CIELIHOHKATLMS Results/Pesynprarsl

Appearance White colowr granules with a tangerine smell canforms
granules.
Onucanue I'panynbr 6enoro uBeTa ¢ 3anaxom COOTBCTCTBYET

[dentification
[MoanuHHOCTE
Fosfomycin trometamol

DochomuuHHa TPOMETAMONA

Fosfomycin and sucrose
Mochonitptha 11 caxaposal
Trometamol

TpoMeTamon

Average weight of a conmained sachets

and uniformity of weight

CpC.’lHﬂH Macca COIepxKuUMUro nNakeToB H

OOHOPOAHOCTL MO Macce

Hermiticity
I'epMeTHYHOCTH

Dissolution time
Bpems pacteopenns

PpH of 15% solution in water
pH 13% Boaxoro pacrsopa

Warer
Boaa

Related substances

[locTopotiHite npimecH
Fosfomyein glycolare
DochomuLHa FHKOAATA
Product of degradation 4
[MpoaykTt aerpaganun A
Product of degradation B
[Mpoaykr nerpayaunn B
Product of degradation
INpoaykr nerpanawin C

Maniaapuna

corr, to standard
COOTBETCTRYET CTAHAAPTY
corr. (o standard
COOTBETCTBYET CTAHAAPTY
corr. to standard
COOTBETCTBYCT CTAHNAPTY

8,0 g+ 5%
8.0r+ 5%
18720+ 7,5 %
22015 %

Should be tight
JTlomiken ObITh repMeTH I HbIM

Not more than 60 sec, solution (15 %)
s f;l()mr)genm.m (}fﬂ('l’ Uﬁ’ﬂ!’f.’ﬁ't't’!’!f

He Gosee 60 cex, pactsop (15 %)
FOMOTEHHBIH, 0NaNeCUpYOLLHiI

From 4,0 10 5,0
Ot 4,0 no 5,0

Not more than 0,5%
He Gonee 0.5%

(4

Not maore than 1.0%
He 6once 1,0 %
Not more than 2,07%
He Gonee 2,0%
Not more than 0,5%
He bonee 0,5%
Not more than 0,5%
He 6onee 0,5%

conforms
COOTBETCTBYET

Conforms
COOTBETCTBYET

conforms
COOTBETCTBYET

7 OR g
79082
20
]

conforms
COOTBETCTBYET

Conforms
COOTBCTCTBYET

~a

1%

conforms
COOTBCTCTBYET
conforms
COOTRETCTRYET
conforms
COOTBETCTBYET
CORJOrnmsS
COOTBCTCTBYCT



Microbiological contamination Corresponds with requirements of conforms
MukpoOnonoruicckas YucToTa Pharmacopoeia COOTBETCTBYCT
CoorsercTyeT Tpedoranuan (dapmakonen

Assay of Fosfomycin trometamol From 5,35 to 5,91 g/sachet (95-105 % of 5,43 g/sachet
declured content) (96% )

KonniectreHnoe onpeneneHte or 5,35 no 5,91 r/naker (95-105 % o7 5,43r/naker

pochoMULHA TPOMETAMOIA JasBIEHHOTO KOJTMYECTBa) (V6% )

THE LOT No. 360553 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHA Na 360553 COOTBETCTBYET BCEM BLILIEVKA3AHHLIM CIELIHDHKAIIHAM

(Seal) ZAMBON SWITZERLAND LTD
(Ieuars) 3AMEBOH CBUTUEPJIAH/ JIT/L.

M'mager of Control Quality Department
3aBeAyOLIMI OTACIOM KOUTPOAA KauecTsa

W S 4: ZAMBON SWITZERLAND Lt

THE QUALIFIED PERSON
3-a 13 Dott. Emiliano Sion
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JNEKJIAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, MPHHUMAIOI AN JEKJIAPAIIAIO O COOTBETCTBUU

000 "3ambon Oapma”

3apezucmpuposaro : Mexcpationnas urncnexyus OHC Ne 46 no 2. Mocxee OI'PH 1077757775182 om
10.07.2007

Adpec:119002,2. Mockea, Ihaszosckuti nep., 0.7 . Tenegpon:8(495) 933-38-30

B nuye:I'enepanvnviii dupexmop [nyxoe B.B.

Hoeepennoe nuyo: [lnannuxoe P.B. |

Hosepenrnocmo: Nel56 om 08.01.18

3ASABJIAET, YUTO

nexapcmeennoe cpedemeo. Movypan, epanynel Ona npuzomognenus pacmeopa (bvz npuema eHympe 3 e,
naxkemuKu MHOZOCA0URbIE TaMunuposannvie (1), nauku kapmonnsie, pez Ne IT N012976/01 om 11.07.2007 ,
cepust 360553, napmus 37035 ynaxoeox, 200en do 01.09.2021, npoussodcmea 3amborn Ceumyeprand JImo,
Hlsetyapus, Bua Hndycmpua 13,CH-6814 Kademnuno,Illsetiyapus, koo OKIT/2 21.20.10.174, koo TH B3
3004200002, koumpaxm Ne 6/n om 01.?5.2012, uneotic Ne 1418000764 om 27.09.2018

COOTBETCTBYET TPEBOBAHHUAM

11 N012976/01-110707 uzm. Nel -2 |

JEKJIAPAITUSA ITPHHATA HA OCHOBAHHUH

npomoxon ucnsimanuti Ne 33319 om 09.10.2018 Jlabepamoprwiii yewmp Q00 "LIKK OHI]", ammecmam
axxpedumayuu POCC RU.0001.21 PK75, Cepmugpuxam POCC CH.®MI11.C74536 om 10.10.2018

)

Inanuukos P.B.

£ noﬁm{cs ®.H.O

CBEJEHWS O PETUHCTPALTHUA

OPT'AH 10 CEPTU®HUKALIMW, 3APETHCTPHPOBABIIHI JEKJIAPAITUIO

RA.RU.11®MI11 OPTAH 110 CEPTHO®HKALIHH ITPOAYKIIAH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-w1ii Bazosckuii
npoesd, 0. 5, cmp. 1, adpec opzana no eepmudmmz;uu 129626, e. Mockea, 1-as Mermuwunckas, 0. 25, men.
(495) 783-19-08

JAEKJAPAIIHA O COOTBETCTBHHU 3APETHCTPHPOBAHA M POCC RU J-CH.®MI11.4.03006/18
JATA PETHCTPAIIHH 10.10.2018

f Hpyxxos U.B.
flOIm'HCB\ - 3am. pykosomuTens OC







