AEKJIAPAIIMSI O COOTBETCTBHHU

AEKJIAPAHT, IPUHHMAIOIHHA JEKJIAPAIIMIO O COOTBETCTBUU:
000 "3ambon Papma"

Ceedenus o peeucmpayuu opeanusayuu: Mexcpationnan uncnexyus Dedepanshoil Hano20604 ciyicbvr Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoerus OFPH: 10.07.2007

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

B nuye: Ienepanvuuiit dupexmop O6pyunuxos A.B.

Hosepennoe nuyo: Linanuuxos P.B. Josepennocms: Nel81 om 01.03.20192.

3ASABJISIET, YTO

nexapemeennoe cpedemeo: Monypan ®, epanynst Onst RPUZOMOBREHUA PACMEOPA DA NpUeMa GHYMpS 2 2,
NAKeMUKU MHO20CA0UHbIE NaMunyposanubie (1), nauku kapmonuste, pez.yo. Ne IT NO12976/01 om
11.07.2007, cepus 367995, napmus 24211 ynaxosox, 20den do 01.09.2022, npoussodcmea 3ambon
Ceumyepnano JIimo, Lleeinyapus, koo OKITA2 21.20.10.174, xod TH B3 3004200002, Hozosop Ne 6/u
om 01.08.2019, unsotic Nel419000763 om 14.10.2019

COOTBETCTBYET TPEEOBAHHUSIM
IT N012976/01-110707 uzm, Ne ]-2

AEKJTAPAIMS IIPUHSATA HA OCHOBAHUHU

npomoxon ucnvimari Ne 10948/ om 22.10.2019 HII OO0 "Ienmp xonmpons kavecmea Buoaaiigh”,
ammecmam axkkpedumayuu RA.RU.21LHKO1 om 22.07.2015 2., ananumuveckuii cepmuchuxam 3ambon
Ceumyepnand JIind om 07.10.20192., Cepmucpuxam POCC CH.PMO5.C10081 om 22.10.2019

JATA TIPS

-o."aETCTBE "

% Uinanauxos P.B.

MOAMNHCH D.HU.0

CBEJEHUS O PETUCTPALIIH

OPT'AH IO CEPTHO®HKALINHA, BAPETUCTPUPOBABILHI QIEKJIAPAIIHMIO

Opzan no cepmuguxayuu npodykyuu

Obugecmea c ozpanuuennoti omeememaenHocnmyio « OKpYsCHOU yenmp cepmuguraruy,
adpec: 620014, POCCHA, Cseponosckas obnacme, Examepunbypz, Xoxpsxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmam axkpedumayuu Ne RA.RU.11OM0O5

AEXJIAPAIINST O COOTBETCTBYHU Ne POCC RU J-CH.®MO0S5.A.47416/19

YnueprHa ALA.

PykoromuTens oprasa no
cepTrdUKaLUK NPORYKLMH







ZAMBON SWITZLERLAND Ltd,

6814 Cadempino, Svizzera
3AMBOH CBHTIHEPJIAH Sl
6814 Kagemnino, Weeituapis
ZAMBON GROUP S.p.A.
SAMBOI TPYTI Com AL

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000203520 Date: 07.10.2019
JIABOPATOPHUS KOHTPOJIS KAYECTBA  Ne Ananusa 040000203520 HAata: 07.10.2019

Mig. date: 12.09.2019
Hata mrotopnenusn: 12.09.2019

Exp. date: 09.2022
Cpox rogHocti: 09,2022

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol
[Mpoaykr; Mounypan 2r rpaHyJisl Ans NPHIOTOBAEHHA PACTEOPA 1A BHYTPEHHETO NPHMEHEHHA B nakeTax No|
LOT No.: 3679935 page 1/2
Cepna Ne: 367995
ANALYSIS CERTIFICATE
AHATIMTUYECKHUN MACHIOPT

TESTS Tlokazarenu SPECIFICATIONS CINELUMDHKALIMA Resufts/PeiynsTaTsl

Appearance White colour granules with a tangerine smell conforms

Onucanue

Identification
oanuHHOCTh

granules.
['panynel Genoro uera ¢ 3anaxom
MaHAapKHA :

COOTBETCTBYET

Fosfomycin trometamol corr. to standard conforms
DocdomitlHa TpoMeTaMona COOTRETCTBYET CTEHAAPTY COOTBETCTRYET
Fosfomyvein and sucrose corr. to standard conforms
DochoMULIMHA 1 caxaposbl COOTBETCTBYET CTAHIAPTY COOTBETCTBYET
Trometamol corr, to standard conforms
TpomeTamon COOTBETCTBYCT CTAHIAPTY COOTBETCTBYET
Average weight of a contained sachets 6,0 g4 5% 6.0g
and uniformity of weight 6,0 r+ 5% 6.0r
CpeHsis Macca CONEPKUMOro rmakeToB - [ 820+ 7,5 % 20
OAHOPOJHOCTE M0 Macce 2/20 £15 % U
Hermiticity Should be tight conforms
[epmeTiiHOCTD JlonkeH ObITh repMeTHYHbIM COOTRETCTBYET
Dissolution time Not more than 60 sec, solution (15 %)} conforns
Bpems pactropeHis is homogenous and opalescent
He Gonee 60 cek, pactsop (15 %) COOTBETCTBYET
rOMOTEHHbIH, onanecuupyronimii
pH of 15% solution in waler From 4,0 ta 5,0 4.3
pH 15% Boanoro pactaopa Ot 4,0 no 5,0
Water Not more than ,5% 0.1%
Boaa He Gonee 0.5%

Related substunces™

[TocTopontne npumect
Fosfomyein glycolate
DocHOMHLIMHA TARKONATS
Product of degradation A

Nat more than 1.0%
He Gonee 1,0 %
Not more than 2,0%%

conforms
COOTBETCTRYET
conforms

[ponykr nerpamsaumi A He Gonee 2,0% COOTBRTCTBYET
Product of degradation B Not more than 0,5% conforms
IponykT nerpasamyy B He 6oaee 0,5% COOTBETCTBYET

Product of degradation C
Mponyxr gerpagausy C

Not morve than 0,5%
He Gosee 0,5%

conforms
COOTBETCTBYET



ZAMBON SWITZERLAND Litd.

6814 Cadempino, Svizzera
3AMBOH CBUTUEPJAH/ JTta.
6814 Kanemnuyo, Ilseiftnapns
ZAMBON GROUP S.p.A.
3AMBOH T'PVYTI C.ii.A.

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000203520 Date: 07.10.2019
JIABOPATOPHS KOHTPOJIS KAUECTBA  Ne Ananusa 040000203520  Marai 07.10.2019
Mfg. date: 12.09.2019 Exp. date: 09.2022

Jata wirotornenns: 12.09.2019 Cpox rognocts: 09.2022

PRODUCT: MONURAL 2g granules for oral solution in sachets Nol

[TpoaykT: MoHypan 21 rpaHy/Isl IU1S IPUTOTOBIIEHKS PACTBOPA JUIA BHYTPEHHEro NpHMeHeHus B nakerax Nel
LOT No.. 367995 page 2/2

Cepus Ne: 367995

TESTS [Ilokazarenu SPECIFICATIONS CIELIMDHKALLMSA Results/Peaynbrats
Microbiological contamination Corresponds with requirements of conforms
MuUKpoOHONOTHYeCKas YHCTOTA FPharmacopoeia COOTBETCTBYET

CootsercTayeT TpedosaruaM Mapmakorney
Assay Fosfomycin trometamol From 3,57 to 3,94 g/sachet (95-105 % of 3,67 g/sachet
declared content) (98 % )
KonuuecTsenHoe onpeneneHue o1 3,57 no 3,94 r/naker (95-105 % ot 3,67 r/maker
thochomMuitHa TPOMeTaMoa 3aABJIEHHONO KOJIWYECTBa) (98 %)

* - The test has not been performed on this batch since it 1s not routine. The manufacturer guarantees conformity to
this requirement.

* - an aHanmu3e naHHoH CePHH YKa3aHHbIC TTIOKA3ATE/IH HE OTIPEASIATIUCH, TAK KaK OTO HCMLITAHWE HE ABIACTCA
PYTHHHBIM. l'lpomaonmenb FAPaHTHPYET Ka4eCTBO NPOAYKTA MO ITHM MOKA3ATE/AM,

THE LOT No. 367995 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.

CEPHA Ne 367995 COOTBETCTBYET BCEM BhILIEYKA3AHHBIM CITELIHOHKALHUIM
(Seal) ZAMBON SWITZERLAND LTD
(TTeuats) 3AMEBOH CBHUTLEPITAH/ JIT/.

- . ZAMBON SWITZ ’
Manager of Control Quality Department THE Ql ,/iﬁ_ fER:LrA?m‘:' N
3aBenyVIONUTT OTIENOM KOHTPOS KauecTra b ST IS D PERSON
Al T ¢ JIE> I .DC'N. Emiliano Sion
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