JEKJIAPALIUST O COOTBETCTBHHU

JAEKJTAPAHT, NPUHUMAFOLIMNI JEKJTAPAUAIO O COOTBETCTBUM:

000 "3ambon Dapma”

Ceedenun o pezuctmpayuy opzanuzayuu: Mexcpaiionnas unchexyus Pedepanvroli Hanozo6otl caycovr Ne
46 no 2. Mocxse 10.07.2007, OF'PH 1077757775182, dama npucgoenus OTPH: 10.07.2007

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

B nuye: I'enepansuuiii Oupexmop O6pyunuxos A.B.

Hosepennoe nuyo: Ilnannuros P.B. [osepenrocms: Nel81 om 01.03.20192.

3ASIBJISAET, UTO

Aexapemeenioe cpedemeo: Monypan ®, epanynst dns npuzomoeienua pacmeopa Ona npuema exymphb 3 2,
nakemuKu MHO20CN0tible NaMUHUPOEanHste (1), nauku kapmonnste, pea.yd. Ne IT NO12976/01 om
11.07.2007, cepus 368320, napmus 37346 ynarosok, 200en do 01.09. 2022, npouseodcmea 3ambor
Ceumyepnand JImo, Lleetiyapus, koo OKII[2 21.20.10.174, k00 TH B2 3004200002, Hozo80p Ne 6/u
om 01.08.2019, uneotic Nel419000739 om 09.10.2019

COOTBETCTBYET TPEEOBAHUSIM
I1 N012976/01-110707 wzm. Ne -2

JAEKJIAPAITMSI IPUHATA HA OCHOBAHUH
npomokon ucneimanuti Ne 10773/7 om 18.10.2019 HIT 000 "Lenmp xonmpons. kavecmaa Buonaiigh”,

ammecmam axkpedumayuu RA.RU.21LIKO] om 22.07.2015 2., ananumuveckuii cepmuguxam 3ambon
Ceumyepnand JImo om 08.10.20192., Cepmughuxam POCC CH.®M0S5.C10031 om 18.10.2019

BATA IPUHATHS EKJTAPAITAH: 18.70.2019 2.

ﬁ\, Ulnamuukos P.B.

= NMOANKCE D.H.0

CBEJEHWS O PETUCTPAIINU

OPT'AH ITO CEPTH®HUKAIIUH, 3APETUCTPUPOBABILIUN JEKITAPALMIO

Opaan no cepmugpurayuu npodykyuu

Ob1yecnea ¢ 0zpanutenHoll 0meemcmeenHocmbio «Oxpyoicnotl yenmp cepmugpurayui»,
adpec: 620014, POCCHA, Ceepdnosackas oénacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axkxkpedumayuu Ne RA.RU. 1] ®DMOS5

AEKJIAPAIINST O COOTBETCTBUM M POCC RU J-CH.®MO05.A.46630/19
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ZAMBON SWITZERLAND Ltd.

6814 Cadempine. Svizzera
IAMBOH CBATHEPNAHT T,
6814 Kaaemnnno, Ulneiinapny

CONTROL QUALITY LABORATORY

JIABOPATOPHA KOHTPOJIS KAYUECTBA Ne Ananisa 040 1000203992

Mig. date: 23.09.2019
Hara msrotosinenns: 25.09.2019

ANALYSIS Ne 040000203992 Date: 08.10.2019

Cpox roaxoct: 09.2022

PRODUCT: MONURAL 3g granules for oral solution in sachets Noll
Mponykr: Mouypan 3r PAHYNbI 118 MPHIOTORNEHUS PACTROPA 1A pHEMa BHYTph No |

LOT No.: 368320
Cepua Ne: 368320
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ANALYSIS CERTIFICATE

AHAJIHTHYECKHH [TACITOPT

TESTS [lokasarenu

SPECIFICATIONS CTIELIM®HKALMSI

Hara: 08.10.2019

Results/Pesvianrtars:

Appearance

Onucanue

ldentification

[MommuroCcTh
Fosfomyein trometamol
docdomutina TpomeTamosna
Faosfomyein and sucrose
bochomuLHa 1 caxaposp
Trometamol
Tpomeramon

Average weight of a contained sachets
and uniformity of weight

Cpennsas Macca coaepkuMoro nakeTos i
OIHOPOAHOCTE 110 Macce

Hermiticity
FepmeTiynocTs

Dissolution time
Bpens pactsopenns

PH of 153% solution in water
pH 15% Boanoro pacteopa

Water
Boaa

Related substances*

[TocTopontie npumecn
Fosfomycin glycolate
dochomuunna rmukonsTa
Product of degradation A
Tpoaykr merpagawnn A
Product of degradation B
Hpoayxr nerpanaruu B
Product of degradation ¢
Mponyxr aerpagauun C

White colowr granufes with a tangerine smelfl
granules.

U'panysbi Genoro usera ¢ sanaxom
MaHjapHHa

corr. to standard
COOTBETCTBYET CTAHAApPTY
Corr, to standard
COOTBETCTRYET CTAHAAPTY
corr, to standard
COOTBETCTBYET CTAHIAPTY

8.0g+5%
8,00+ 5%
18/20 £ 7,5 %
2120 £15 %

Should be tight
Homien GbITh repMeTHYHBIM

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

He Gonee 60 cex, pactsop (15 %)
FOMOTeHHBIH, OnanecuHpyIoLmii

From 4,0 to 5.0
O14.,0 10 5.0

Naot more than 0,5%
He Gonee 0.5%

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

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET

conforms
CDOTBETCTB.\’@T

conforms
COOTBETCTRYET
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conforms
COOTBETCTBYET

conforms
COOTBETCTBYET

1%
0.1

conforms
COOTBETCTBYET
conforms
COOTBEICTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTHYET



