ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMEBOL] CBUTIHEPIAH Nra.
68 14 Kaxenmnnio, Hlseiinapus

CONTROL QUALITY LABORATORY _
JTABOPATOPUA KOHTPOJIA KAYECTBA M Ananuza 040000195836

Mfg. date: 21.01.2019
Hara wirotosaenns: 21.01.2019

ANALYSIS Ne 0400001935836 Date:30.01.2019

Exp. date: 01.2022
Cpok rogHoern: (01,2022

PRODUCT: MONURAL 3g granules for oral solution in sachets Nol
[poaykr: Monypan 3 rpaHyiisl 118 NPHIOTOBAEHHS PACTBOPA LA NPIEMA BHYTPL Nel

LOT No.: 362903
Cepus No: 362903
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ANALYSIS CERTIFICATE

AHAJTMTUYECKHI MACIIOPT

TESTS Tlokasatenu

SPECIFICATIONS CTTEUMPMHKALIMA

Jara: 30.01.2019

Results/Pesyibrarsl

Appearance

Onucanne

Identification

[MonnnuuoCTh
Fasfomyvein trometamaol
DochoMiumna TPoMeTamo.1a
Fosfomycin and sucrose
DochoMutinba H CaXapodbl
Trometaniol
Tpomeramon

Average weight of a conlained sachets
and uniformity of weight

Cpeinag Macca conepaHMOro MaKkeTor u
OAHOPOAHOCTE N0 Macce

Hermiticiry
CepmeTHyHOCTL

Dissolution time
Bpems pactsopeHIta

pH of 15% solution in warer
pH 15% soanoro pacthopa

Water
Bona

Related substances*

[MocTopoHHe npuMect
Fosfomyvein glyeolate
PochoMUuLLITHA TTHEONATA
Product of degradation A
[MpoaykT ncrpagaumu A
Product of degradation B
MporykT derpasattii B
Product of degradation C
[Mpoaykr aerpanaunn C

White colour granutes with a tangerine smell
granules.

I'panyne Ge/10r0 UBeTd ¢ 3amaxom
MaHapHik

corr. to standard
COOTBETCTBYCT CTAHAAPTY
corr. to standard
COOTRETCTRYCT CTAHAAPTY
corr. to standard
COOTBETCTRYET CTARAAPTY

80g+5%
8.0 r 5%
18/20=7,5 %
2/20+15 %

Should be tight
JlonsxeH ObITh rePMETHYHBIM

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

He Gonee 60 cex, pactsop (15 %)
FOMOTEHHbII, ONanccuHpy UL

From 4.0 to 5,0
Or4,0 po 5,0

Not more than 0,5%
He 6onee 0,5%

Not more than 1.0%
He bosee 1.0 %o
Not more than 2,0%
He Gonee 2.0%
Not more than 0,.5%
He tonee (1,5%
Not more than 0,57
He Gosee (,5%

conforms

COOTBETCTBYCT

canforms
COOTBETCTBYVET

conforms
COOTBETCTRYCT

conforms
COOTBETCTBYCT

==

R e

D0 Cr

conforms
COOTBETCTHYCT

conforms
COOTBETCTBYET

0.0 %

conforms
COOTBCTCTRYCT
CORforng
COOTRETCTBYET
conforms
COOTBETCTBYET
canforms
COOTBETCTBYET



Microbiological contamination Corresponds with requirements of conforms
MuxpoGuonoryyeckas HHCTOTA Pharmacopoeia COOTBETCTBYET
Cooreercrayer TpeGoBanuaM Papmakoneu

Assay of Fosfomycin trometamol From 5,35 to 5,91 g/sachet (95-105 % of 5,068 g/sachet

declared content) (101 % )
KonuuectBenHoe anpenenenue ot 5,35 no 5,91 1/naker (95-105 % or r/naker
tocomuinHa TpoMeTaMo1A 334B/IEHIION0 KONUYECTBa)

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

* - Tlpn aHanu3e naHHOM CEPMA yKa3aHHbIe TIOKA3ATENH HE ONPEIENATINCH, TAK KaK 3TO HCILITAHKE HE ABIAETCH
pYTHIHBIM. [IpOM3BOMTENE rAPANTHPYET KAYECTRO MPOLYKTA IO 3THM MOKAZATENAM,

THE LOT No. 362903 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS,
CEPHA Ne 362903 COOTBETCTBYET BCEM BLIILEYKA3AHHBIM CIIELTUGHKALIUAM

(Seal) ZAMBON SWITZERLAND LTD
(TTeqary) 3AMBOH CBUTIIEPTTAHT JIT].
Manager of Control Quality Department
3apemyIouii OTAE/I0M KOHTPO.IA KayecTna D Lud
WITZERLAN
A AT 8 7t " ZAMBON S RSON

THE QUALIFIED PE_
Dott. Emiliano Sion
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JIEKJIAPAIIMSI O COOTBETCTBUU

JEKJAPAHT, MIPUHUMAIOILHH JAEKJIAPAITUIO O COOTBETCTBUU ;-
000 "3ambon Dapma” |
Caedenun 0 pezucmpayuu opzanusayuu. Mexcpationnan uncnexyus Pedepanvioi nanozosoi eayaichvt No 46 no
2. Mocxee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OT'PH 10.07.2007.

Adpec: 119002,2. Mockea, I'azoeckuii nep., 0.7 . Teneghon:8(495) 933-38-30

B nuye: Bpuo 2enepansnozo oupexnopa Jlekmopceran M.C.

Hosepennoe auyo: lnannuroe P.B., dosepennocme Nol56-1 om 26.10.18

SAABJIAET, YTO

naexapemsennoe cpedcmeo: Mowypan, zpanynst On8 npuzomoenenus pacmeopa Ona npuema euymps 3 2,
NaxKemuxy MHO20CA0Nble Aamunuposannsie (1), nauku kapmounvie, pez Ne IT N012976/01 om 11.07,2007
cepun 362903, napmus 37440 ynaxoeox, 200ex 0o 01.01.2022, npoussodemea 3ambon Ceumyepnand Jimo,
Llgetiyapun, Bua Hudycmpua 13,CH-6814 Kademmnuno, Illseiiyapus xod OKIIA2 21.20.10.174, kod TH BT
3004200002, konmpaxm Ne 6/ om 01.05.2012, uneoiic No 1419000093 om 30.01.2019

COOTBETCTBYET TPEBOBAHUSIM

1 N012976/01-110707 uzm. Nel -2

AEKJTAPATIHSA NPHHATA HA OCHOBAHHH

npomoxon ucnvimariuii Ne 7486 om 19.02.2019 Jla6opamopneiii yermp OO0 "LIKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC CH.®M11.C81146 om 19.02.2019

Ilnanuuxos P.B.
DHUH.O

CBEJEHUS O PETUCTPAITHUHA

OPTAH 10 CEPTUGUKAIIUU, 3APETUCTPUPOBABIIHI JEKJIAPALIUIO
RA.RU.11OMI1 OPTAH O CEPTHOHKALIHH ITPONYKIHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBFO "QOPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-wiii Basoackuil !
npoeso, 0. 5, cmp. 1, adpec opzana no cepmudpuxayuu: 129626, 2. Mockea, 1-aa Mumuwunckasn, 9. 25, men,
(495) 783-19-08

JEKJAPAITS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU I-CH.PM11.A.15247/19
JATA PETHCTPALIMH 20.02.2019
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