HEKJAPAIISAA O COOTBETCTBHUA

JAEKJIAPAHT, IPHHUMA I TEKJIAPAIHIO O COOTBETCTBHUU:

000 "3ambor Papma”

Ceedenus 0 pezucmpayuu opeanusayuu: Mexcpationnas uncnexyus QedepanvHoti Hano20801 cryxctv: Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, oama npucecenus OI'PH: 10.07.2007

Aodpec: 119002,2. Mockea, I'nazosckuii nep., 0.7 .Tenegpon:8(495) 933-38-30

B nuye: I'enepanvuuiti Oupexmop Obpyunuxoe A.B.

Hosepennoe nuyo: nannuxoe P.B. Josepennocms: Nel81 om 01.03.2019-2.

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo: Mowypan ®, eparyner 013 npuzomosnenus pacmeopa Ona npuema 6Rymps 3 2,
NaKemuKy MHO20CAOUHbIE TAMUHUposanHbie (1), nauku kapmonneie, pez.yd. Ne IT NO12976/01 om
11.07.2007, cepun 366351, napmus 28308 ynaxoeok, 20den do 01.06.2022, npoussodcmea 3ambon
Ceumyepnano JImd, Uleetiyapus, xod OKITA2 21.20.10.174, xod TH B3I 3004200002, [lozosop Ne 6/
om 01.05.2012, unsoiic Nel419000526 om 19.07.2019

COOTBETCTBYET TPEEOBAHUSM
11 NO12976/01-110707 wsm., Ne 1-2

AEKJIAPAITMA ITPHHATA HA OCHOBAHHNH

npomoxon ucnvimanui Ne 7440 om 01.08.2019 HIT OO0 "Llenmp xonwmpons xavecmea Buonaiigh”,
ammecmam axkkpedumayuu RA.RU.21IJKOI om 22.07.2015 2., ananumuueckuti cepmugpuxam 3ambon
Ceumyepnand JImo om 21.07.2019z., Cepmugpuxam POCC CH.DMOS.C08836 om 07.08.2019

HATA IIPUHATHA NEKJAPAIUAU: 07.08.2019 2.

ALT] - IInanuukos P.B,

Zanbon Pharma Ltd
}}eL:c-’ecr}_?cmm / ” noanucs D.H.0

CBEJEHMUS O PETUCTPAIIHA

OPI'AH IO CEPTU®HKAIIMHA, BAPETUCTPUPOBABIINI JEKJIAPAITHIO
Opzan ho cepmuguxayuu npooyxkyuu

Obwecmea ¢ ozpanuyennoii omeemcmeeHHoOCmbI0 « OKPYXHCHOT yeHmp cepmugbuxayuus,
aopec: 620014, POCCHA, Ceeponosckan obnacmy, Examepunbype, Xoxpaxoea, 74, 1706,
men; (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11 PMOS

JE O COOTBETCTBJH N POCC RU /I-CH.®M05.4.36395/19
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHUTIEPJIAHA M.
68 14 KasemniHo. [sciitapus

CONTROL QUALITY LABORATORY
JIABOPATOPHSI KOHTPOJIA KAYECTBA  Ne Ananusa 040000200889

Mfg. date: 18.06.2019
Hara nzroroenenns: [8.06.2019

Exp. date: 06.2022
Cpox roanocTi: 00,2022

PRODUCT: MONURAL 3¢ granules for oral solution in sachets Nol
[Tponykr: Monypas 3r rpamysbi s MPUTOTOBAEHHA PACTBOPA IS MPHEMA BHY'TPb No|
LOT No.: 306351 page 1/2
Cepust Ne: 366351
ANALYSIS CERTIFICATE
AHAJIHTHYECKHN NACTIOPT

TESTS Tlokazarenn SPECIFICATIONS CTIELH®DHKALM

ANALYSIS Ne 040000200889 Date: 01.07.2019
Hara: 01,07.2019

Results/Pe3ynbrath

Appearance White colour granules with a tangerine smeil
granules.
["panyipl Genoro usera ¢ 3anaxom

MaHAapHIa

Onncanue

Identification

[TopnuunocTn,
Fosfomyein trometamaol
DochomILITHA TPOMETAMOA
Fosfomycin and sucrose

corr. to standard
COOTBETCTBYET CTAHAAPTY
corr. 1o standard

MDocdomuinma 1 caxaposn
Trometamol
Tpomeramon

Average weight of a contained sachets

and uniformity of weight

C])CI]HSH Macea COAePIKHMOro NakeToR 1

OAHOPOAHOCTH MO Macce

Hermiticity
[epMeTHINOCTD

Dissolution time
Bpemst pacTsopeHis

pH of 15% solution in water
plt 15% Boaxoro pacrsopa

Water
Boma

Related substances*

[TocTopontue npumMecH
Fosfomycin gheeolare
Dochoruia ranKosnTa
Product of degradation A
TMpoaykr aerpajauns A
Product of degradation B
[Mponykr nerpasawiin B
Product of degradation C
[poaykT acrpanauwnn C

COOTBETCTBYET CTAHAAPTY
corr. to standard
COOTBETCTBYET CTAHIAPTY

S.O g + 5,’%;
80r=5%
18204+ 7.5 %

2720415 %

Should be tight
JlosmkeH ObITh FEPMCTHY HBIM

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

He Gosee 60 cek, pactsop (15 %)
FOMOTeHHbLH, ONaJecunpyoUHii

From 4.0 to 5,0
Ot14,0 no 5.0

Not more than 0,3%
He Gonee 0,5%

Not mare than 1.0%
He Gonee 1,0 %
Not more than 2,0%
He Gonee 2.0%
Not more than 0,3%
He 6onee 0,5%
Not more than 0,5%
He Gonee 0,5%

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET

canforimns
COOTBETCTRBYCT

conforns
COOTBETCTBYET

788 ¢
788 .
20
{

conforis
COOTBETCTRYET

conforms
COOTRETCTBYET

1%
0. 1%

conforms
COOTBETCTRYET
conforns
COOTRETCTBYET
conforms
COOTBETCTBYCT
conforms
COOTBETCTBYET



Microbiological contamination Corresponds with requirements of conforms
MuxpoGuronornyeckas HHCTOTa Pharmacopoeia COOTBETCTBYET
CoorsercTByeT TpeboBaHuam PapMakoneH

Assay of Fosfomycin trometamol From 5,35 to 5,91 g/sachet (95-105 % of 5.53 g/sachet
declared content) (98% )

KosiHuecTBeHHOE OMpeeieHue ot 5,35 no 5,91 r/maket (95-105 % ot 5.53 r/maket

dochomuumHa TpOMETAMONA 3afAB/IEHHOrO KOJIM4EeCTBa) (98% )

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

* - [Tpu aHa/M3€¢ AAHHOM CepUH YKa3aHHbIE M0KA3ATENH HE ONPEAC/IAIHCH, TAK KaK 9TO HCMBHITAHKE He ABMACTCA
PYTHHHBIM. [IpOM3BOAHTEb FAPAHTHPYET KAYCCTBO MPOAYKTA MO ITHM MOKA3ATENAM,

THE LOT No. 366351 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.

CEPHA Ne 366351 COOTBETCTBVET BCEM BBLIIIEYKA3AHHBIM CHELIM®HKALIMAM
(Seal) ZAMBON SWITZERLAND LTD
(Tleuats) 3AMBOH CBHTLEPJIAHI JIT/.
Manager of Control Quality Department
3aBenyrommil OTIENOM KOHTPOMA KAYeCTBa ZAMBON SWITZERLAND Ltd

A g e 7148 1 THE QUALIFIED PERSON

: Dott. Emiliano Sion
S 2/ [ 13 wgrlaes AN
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