[ Parameters/ [okasaTenu

Fosfomycin Esparma 3 ¢/ PocpomMrunn Ocnapma3r

[
\../|

PHARM

Batch No/Homep cepun: 4132103

Lindopharm
GmbH

Certificate of analyse/Ceprudukar ananusa

|

Popma Bblnycka; carton box /

Name of the product, dosage form, | Fosfomycin Esparma, powder for oral solution 3 g/
dosage/ Docdomunun Icnapma, 10powOK 1N NPHIOTOBJIEHHS
Hassanne npoaykra, nekapersennas PACTBOPA AJIA NPHEMa BEYTPb, 3 ©

| $opma, nosuposka;

| Release form/

8 g of powder into 1 sachet. I sachet with instruction for use into

| ITo 8 r mopomxa 8 1 nager.
NPHMEHCHHIO B NAYKY KAPTOHHYIO.

|

I naker ¢ unerpywkumeii no

INN/'MHH Fosfomycin/@ocdomuunn ——
| Marketing authorization No / JIT-003099 of 20.07.2015
| Pernerpanuonubiii Homep: _ et .
Batch No/Homep cepuu: 3103 000 I
Batch size/Paswep cepun: 71392 packs / ynaxosok ]|
Manuf. date/ 11/2021
Aata npowssoacrea: | -
Exp. date/T'omen ao: 11/2023

Manufacturer (all stages)/
Ipoussoanrean (sce CTAHH):

Lindopharm GmbH, Germany
Jdunpopapm I'm6X, lepmanns

Address/ Aapec:

Manufactureﬁg:amdan; fyiac‘kgr)j’m*

Neustrasse 82, 40721 Hilden, Germany

_| Hoitwrrpacce 82, 40721 Xuauaen, lepmanus

Lindopharm GmbH, Germany

| cyberannmm, NPOH3BOAHTEIL:

Fosfomycin trometamol/®ocqomuunna Tpomeramoa- |

Mpoussogurenn (8Topuunan | Jlungodapm I'm6X, lepmanun

ynakoska); ke e

Address/ Aapec: Neustrasse 82, 40721 Hilden, Germany
e e Hoiturrpacee 82, 40721 Xunwien, lepmanun
API, manufacturer of APl

HaumenoBanue arkTHBHOM | INTERQUIM S.A. DE C.V,, Mexico

' The analysis was carried out aéc;é;aing
|_to/ Ananins seinoanen no:

Normative document JI11-003099-200715, Amendments 1-6/
| HJIM1-003099-200715,

H3m. 1-6.

Limits/ Hopmbl

]

Results/ Péayn bTHTEI

!

!
J

Homogeneous white or almost white powder,
without agglomerates and forcign particles,
with fruit smell/

Fomorenssiit nopowox Genoro wiu NOYTH
Genoro users, ¢ dpyrrosrim Janaxom, Ges
aTJI0MEPaTOB H IOCTOPOHHMX YACTHLI,
Retention time of main peak in the
chromatogram of test solution, prepared for
assay, should correspond to retention time of
main peak in the chromatogram of standard
solution of fosfomycin trometamol/

Bpewsi yaepkuBauusi ocHOBHOro nuka wa
XpoMaTorpamMme HCHLITYEMOIrO pactsopa,
npurorosnentoro gasn «Kosmnveersennoro

I
Description/ |
Onucauue |
\
|

Identification/
Monauunocers

OUpeneneH s, MOMKHO COOTBETCTBOBATEL

Homogeneous almast white powder, without
agglomerates and foreign particles, with fruit
smell/

Fomorennsiit  nopowox nourw  Gesoro
usera, ¢ QpykToBbIM 3amaxom, Ge;
AT/IOMEPATOB U NOCTOPOHKMX YacTHu, N
Retention time of main pecak in the
chromatogram of test solution, prepared for
assay, corresponds to retention time of main
peak in the chromatogram of standard solution
of fosfomycin trometamol/

Bpems ynepxusanus ocrosHoro nuka ua
XPOMATOrpaMMe HCNbLITYEMOIO pacTsopa,
lHpuroTosientoro nis «KoanvecrseHHoro
onpeaenenuny,
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Fosfomycin Esparma 3 &/ Dochomuunn Jcenapma 3 r

Parameters/ Hoxasarean Im ) Limits/ Hopmu I
l‘ BPEMCHN YICpKHBANNR OCHOBHOTO NMHKa na
: XpOMETOl’pBMMC CT&HJIﬂp'!'HﬂI‘O pﬂCTBUpa
e e G0choMumna TpomeTamona,
Description of solution/ | Slightly opalescent or opalescent/
Buewnnii sup [ O cnerka onajaecuupyrouiero
acTsopa ,Jouamclmiomcz‘q_{

ao

P

PHARM

Batch No/Homep cepun: 4132103

GmbH

YAaepxuBaHusn OCHOBHOIO

| $ochomuunna rpom
Opalescent/
Onanecunpyioumii.

eTamMouia,

Average  weight  of 800g+35%

content of  sachel/ | 8,00 r+5 Y
I Cpennns mMacea
COAEPHHUMOI0 NaKera
Weight uniformity
content of sachet/
OnHopoanoets  macewns l
COACPRHMOr0 naKera

s e S
of | 18 of 20 sachets: + 7.5 %;
| 2 0f 20 sachets: * 15 % of average weight of
content of sachey/
18 13 20 nakeron: + 7,5 %:
2 u3 20 nakeros: + 15 %
£oaepAHMOro nakera,
(n-10), AV<150.
(n=30), AV < 15,0 provided that 0,75M < X,
<1,25M/
(n=10), AV < 15,0.
(n=30),AV < 15,0 n
=Xi<1,25M

Uniformity of dd;;ge/
| Omnopoguocrs
| noanpoBanus

PH Yenosuu, uto 0,75M

OT cpeaneit macenl |

8,15g(r)

Fij%;‘iZQ%

i
J

Results/ Pesyaibtater ]
MHKa  ua '
XpoMarorpamme cranaapruoro pacraopaf

Lindopharm

i

(n=10), AV< 150

Related substances/ (1 ,2~Dihydmxypropyl)phosphonic
Mocropounue npumecu acid(impurity A)/ (l,Z-aarmzpokcunpmm:i]

I dochonoras kucaora (npumecs A): < 0.3%
| [2-[2-Amino-3-hydroxy-2-

(hydrox ymethyl)propoxy]-1-

5 hydroxypropyl]phosphnnic acid (impurity B)/
| 2-[2-amuuo~3-runpmccu-2-

[ (ruapokeumetna)nponoxen)-1-

( FHipokcnnponna)docdonosas kucrora

(npumecs B): 0,3 %,
| Trometamol phospheoric acid monoester
[ (impurity C)/ TpomeTamon Pochopuoii
| KHCA0TBI MOHO3GMP (npHmect C): < 0,1 %
Trometamoyloxy fosfomycin dimer (impurity
} D) Tpomeramuaoxcy pochomuunn Aumep
(npumeck, D): 0,1 %
’ Single unidentified impurity: each < 0,1 %/
f Exunununan HeHIeHTHOHUNpOBaHHAR
/ npuMecs: Kauaoit < 0,1 %
H
|

Sum of impurities/Cymma Beex npumeceii: <

<0,05%

<0,05%

<0,05 %

< 0,05 %

(rrt 0.81): 0,10 %
(rrt 0.83): 0,05 %
{(rrt 0.97): 0,05 %,
(rrt 2.06): 0,09 %

aQ,
o 1,0 % o _|%%
Water/ 1 50.59% 0,1%
| Onperercime wonss | S .
| Leak resistance of sachet | Should be hermetic./ Hermetic /
Fepveruunocry, Honmen 6bime repMeTHYHbIM., Tepmeruuen.

hakera* _

e
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Fosfomycin Esparma 3 g/ ®ocdomunnn Deumapma 3 ¢

Microbial purity/
Murxpobuonoruyeckasn
queToTar®

| Parameters/ Mokasatean

|
4
i
i
|

| - Total number of acrobic bacteria - NMT 10°

Lindopharm
GmbH

LINDO
PHARM

Batch No/Homep cepun: 4132103

Limits/ Hopmus

Results/ PesyantaTui

Category 3A/
Kateropus 3A

CFU in 1g. / Obutee uneno arpobubix
MHKPOOPraHuiMoB — He Ooaee uwem 10°
KOEBIr;

- Total count of yeast and moulds — not more
than 10° CFU in 1g/ O6uice wuneno |
APOAKKEBBIX H MIECHEBBIX rpuboB - He |
Gostee wem 10°KOE 8 1 1; ,

- Absence of Escherichia coli in g/ |
Oreyrersue Escherichia colin 1.

i
|

Assayf
Konuuecreennoe
OllpeﬂEJ‘IEIIHH

Pack/Ynaxoska

3,0 g/sachet = 5 % / o
3,0 r/naker = 5 %.

Not performed/
He nposoannocs

' 3,f3m"g/saciic((r/uakcr).

8 g of powder into sachct of three-layer
material  (paper-aluminum-polycthylene), 1
sachet with instruction for use into carton box /
Mo 8 r nopowka B nakerax w3
TpexcaoitHoro mMaTepuana (Gymara-
aMunuii-nonnaTuaen). 1 paker ¢
HHCTPYKUHEH 10 NpuMeHeHHI0 B navky
KapTOHHYIO.

8 g of powder into sachet of three-layer
material (paper-aluminum-polyethylene). |
sachet with instruction for use into carton box
/

Mo 8 r nopowxa &
Tpexcaoinoro MaTepuaia (Oymara-
AJIOMHHHA-IOAMOTHARH). 1 naker ¢
HHCTpYKUKeH no npuMeHennio B nauke
KAPTOHHOM.

naKeTax w3

i Labelling/
| Mapkupobka

| (combination of letters in Latin and/or digits or

On a primary package in Russian state.

trade name of product, INN, dosage per g,
dosage form, pharmacotherapeutic group,
quantity of active substances in 1 sachet per g,
excipients, quantity of powder in sachet per g,
notes - “For oral use™, “Powder for solution”,
“Before applying read the instruction!”,
“Solution taken orally immediately after
preparation.”, “Keep out of the reach of
children!”, storage conditions, prescription
status, namc and address of firm holding the
Marketing authorization and manufacturer,
logo of firm holding the Marketing
authorization (on English), “Batch N/Expiry
date: see embossing”, factory package codes

digital designation),

On a secondary package in Russian siare. trade
name of product, INN, dosage per g, dosage
form, quantity of sachets in the carton pack,
pharmacotherapeutic group, quantity of active
substances in 1 sachet per g, quantity of product
in the sachet per g, excipients, notes - *For oral
use”, “Powder for solution”, “Before applying

read the instruction!”, “Method of using: see

On a primary package in Russian state:

trade name of product, INN, dosage per g,
dosage form, pharmacotherapeutic group,
quantity of active substances in 1 sachet per g,
excipients, quantity of powder in sachet per g,
notes - “For oral use”, “Powder for solution”,
“Before applying read the instruction!”,
“Solution taken orally immediately afier
preparation.”, “Keep out of the reach of
children!”, storage conditions, prescripticn
status, name and address of firm holding the
Marketing authorization and manufacturer,
logo of firm holding the Marketing
authorization (on English), “Batch N/Expiry
date: see embossing”, factory package codes.
On_a_sccondary_package in Russiun_state:
trade name of product, INN, dosage per g,
dosage form, quantity of sachets in the carton
pack, pharmacotherapeutic group, quantity of
active substances in 1 sachet per g, quantity of
product in the sachet per g, excipients, notes -
“For oral use”, “Powder for solution”, “Before
applying read the instruction!”, “Method of
using: see instruction”, “Keep out of the reach
of children.”, storage conditions, prescription |
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Fosfomycin Esparma 3 g/ ®ocpomuunn Jenapma 3 r

_Parameters/ Mokazarenn

L_i_mi-igl L lppit;{m

instruction”, “Keep out of the reach of

| children.”, storage conditions, prescription

status, name and address of firm holding the
Marketing authorization and manufacturer,
logo of firm holding the Marketing
authorization (on English), the Marketing
authorization number, a batch number (a
labeling of a batch number on a carton packing
may differ from a labeling of a batch number
on the primary packing (sachet) by 1, 2 or 3

| additional symbols indicating a change pack of

one batch) (if applicable), manufacturing date,
expiry date, barcode, factory package codes
(combination of letters in Latin and/or digits or
digital designation). Additionally, it is allowed
to mark package with other identification

means (for example, DataMatrix code, GTIN — |
global location number of trade unit, SN - |

individual batch number of trade unit).

Ha nepeuunoit ynakoske na pyeckos HibiKe
PRAIBGaIOM:  TOProBoe  HAHMEHOBAHHe
npenapara, MHH, gosmposky 8 1,
JIEK3PCTBEHHY 0 dopmy,
(apmakoTepanesTHeCKY 10 rpynny,
CojfepiKaHue AeiicTRYONEro Belwlecrsa B 1
MnaKerenr, obee KOJIHYeCTBO npenapa'ra B
NaKkeTe B I, NepevyeHb BCMOMOraTe/IbHbLIX
BEWECTR, HaAuuCH - «/L1st IpHeMa BHYTpo»,
«[lopowok s npHroToBieHun pacTeopa»,
«Ilepea npumeHeHHeM  03HAKOMBTeCH ¢
HucTpyKuueiln, «Pacrsop npuunmars
BHYTPb HEIOCPEACTREHHO nocae
NPHTOTOBJIEHHSLY, «XpaHuTh B
HELOCTYMHOM st jevell MecTen, yCa0BUR
XpaHeHHs, yenaosun oTnycka,
HAUMEHOBAHHE W agpec GHPMBI-BIAdCHBbUA
PETHCTPAUNOKHOIO  YAOCTOBECPCHHR M
DUPMLI-NPOUIBOAMTES, JOTOTHR Pupmni-

Bjagebua PErHCTPaUHOHHOrO
YAOCTOBEPeRHs (Ha AHrARKCKOM A3bIKE),
«Cepusi  No:/T'ogen  n0: om. THCHEHHEY,
BHYTPH3ABOACKO# KOl YNAKOBKH

(xomBunauns Gyks JaTHHCKOrO andasura
H/uan undpLl Wik undponoe o6o3navenue).

Ha emopuvnoi ynarosxe na PYCCROM H3bIKEC

VRAIbIGAION:  TOProBOE  HAMMENOBAHHE
| npenapara, MHH, josuporky 8 1,
' JIEKApCTBEHHYI0  GIOpMY,  KOJIM4eCTBO
| nakeron B Ynakoske,
dapmakoTepanesTHUCCKYI0 rpyiny,
codepxatHe agellcTByOUWero  BellecTsa
| Bl nakere B r, ofwee KOJAHYECTRO
inpcnnptn‘a B__naKere B Iy nepeydcHs

Lindopharm
GmbH

Batch No/Homep cepun: 4132103

_ __Resuly/Pesyawrarms |
status, name and address of {irm holding the
Marketing authorization and manufacturer,
logo of firm holding the Marketing
authorization (on English), the Marketing
authorization mnumber, a batch number,
manufacturing date, expiry date, barcode, |
factory package codes, DataMatrix code, |
GTIN - global location number of trade unit,
SN - individual batch number of trade unit.
Ha nepouunoi ynaxesxe na pycexoy sisixe
PKa3ano: TOproeoe HAUMEHOBAHHE
npenapara, MHH, sgowmposky = r,
JICKAPCTBCHHAN hopma,
tbapmaxorepanesTHyeckas rpynna,
CoepHwaHHe AeHCTRYIOINEND BellecTRa B 1
nakere B r, ofilee Konuyecrso npenapara
B NAaKeTe B I, NepeveHb BCHOMOraTe ILHEIX
BEHIECTB, HaANUCH - «[l15 npHema BHYyTpLY,
«[Topowoxk st NPHCOTOBIeHUS
pacrBopay, «[lepen IPHMEHEHHEM
O3IHAKOMLTeECH ¢ HHCTPYKuMEit!», «PacTrop
NPHHHMATL  BHYTPL  HEMOCPEACTBEHHO
nocae  NPHroTOBAEHUA, «XpauuTs 8
HEI0CTYNHOM A48 aeTel MecTe.», yeaosus
XpaHeHHs, yC/II0BHR ornycka,
HAUMEHOBAHHE H ajipec pupmbi-BAALE U
PETHCTPALHOHHOIO  YAOCTOBEPEHME W
(GHPMbI-NPOHIBOANTEAS, TOrOTHN thupmeI-
BJajac/biia perncrpauuouﬂoro
YAOCTOBCpeHUst (Ha aHraMiickom sA3ILIKE),
«Cepua  Ne:/Topen o em. THCHEHUEY,
BHYTPH3IAROACKOH KO YRAKOBKH, |

Hla_ smopuunoi ynaxoske na pyccxoy Adbire

PRAIANO. TOpronoe HauMeHOBAHMHE
npenapata, MHH, nosuposka B 1,
JIEKapCTBeHHAn dopma, KOJIHYECTRO
NaKeToB B YHAKOBKE,
thapmakoTepanesTH4ccKasn rpynna,
COAEpHaHHE  JIHCTBYHINEr0  BeulecTBA
Blnakete 8 r, ofmee KOHYecTso |
npenapara B NAKCTC B T, NEpeYeHs |
BCIIOMOTATEIbHbIX  BEIECTB, HaplHCH -

«lan npuema BHYTPb», «flopowox ana
INPHTOTOBJIEHMY pacrsopay, «llepen
NpHMEHEHHEM 03HAKOMbTECH ¢
HHCTpYKuneit !y, «Cnocod npumenennsi: cm.
HHCTPYKUHIO.D, «XPAHHTL B HEAOCTYNHOM
ana fevelt mecre.n, YCI0BHA XpaHeHus, |
YCIOBHS 0TNYCKA, HAMMEHOBAHKE H alpes
$upMbI-BaafeILUA PETHETPAUHOHHOT)
YAoCTOBepeHHS H GupMbI-NpousBOaNTEAS,
J0roTHR (pupmui-BragenbLa
PETHCTPRUHONNROIO __ yAOCTOREpenHs  (Ha
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R
\_/
LNDO Lindopharm

pHARM GmbH

Fosfomycin Esparma 3 g/ ®ocdomuunn Ienapwma 3 ¢ Batch No/Homep cepun: 4132103

i _ Limits/ Hopwei __ Results/ Pesyawraves ]
BCIOMOTATENbHBIX BCHIECTB, HAANMCH - | SHIJIMICKOM A3biKe), HONMEep
«lnn npuema BuyTpBY», «[lopowoxk ans PETHCTPAUHONHOTO Y/0CTOBEPEHHH, HOMEP
NPHIOTORICHHA pacTeopan, «llepen | cepunt,  gara NpoOH3BOJACTBA,  gaTa
NpHMEHCHHeM 03HAKOMBTECH ¢ | OKOHYAHUS CPOKA rOfIHOCTH, WITPHXOBONH
HHETPYKUMCH!», «Cnocod npumenenns: cm. | Kon, BHYTPH3IABOACKOH KOjl ynakoskh,
HHCTPYKUHIO., «XPAHHTE B HEAOCTYNHOM ABYXMepHbIH wTpHxeBod woa, GTIN -
Anst peteil mMecTe», YCIOBHS XpaHeHHs, | riio6anbHbiii HAEHTHGUKAUMONHBIA HOMep

| Parameters/ Io Ka3aTe/n

YCJIOBHA OTHYCKA, HAHMCHOBAHWE W ajpec TOProBom CAHHHLUBL, SN -
f bupmbI-Baagenbua PErHCTPALHOHHONO | HHAHBHAYAbHbLI cepuii bl HOMep
E YAOCTOBCPCHHA H QUPMBLI-NPOMIBOANTENH, TOProso# edHHHUBL,
j JIOTOTHN pupmbi-Baanessua [
i PETHCTPANUHOHHOIO  yarocToBepeHus  (nHa
l AHTJIHHCKOM S3bIKeE), HOoMep

PErHCTPALMOHHOrO YA0CTOBEPEHHS, HOMEp
cepuH (MAapKHPOBKA WOMepa cepHH 4
KAPTOHHON NAYKe MOMKET OTIMHMATBEH OT
MAPKHPOBKH HOMEPA CEPHH HA HEPBHUHOIN
ynakoske (nakere) Ha 1, 2 wm 3
| AOMOAHHTE/ILHBIX cHMBoOUIa,
| 0BO3HAYAKWMX  NOCMCHHYI0  YHAKOBKY
oanoi  cepiu) (echu  npumenumo), aary
MPOHIBOACTBA, /AATY OKOHYAHHA CPOKA
FOAHOCTH, wTpHxoBoi KO/,
BHYTPH32BOACKONH KOl YNaKoBKH
(xoMBunauns GYyKB JaTHHCKOTO andasuTa
H/WIH W pbI it ungposoe oGosnauenue),
JdonofHuTeNLHO [JONYCKAETCH naneceHHe
Ha YNaKoBKY APYTHX MACHTHHUKIUHOHHbIX
cpeacTs (Hanpumep, aBYXMepHBIH
wrphxoso#t woa, GTIN - rnobanbrbiii
WICHTHQUKAUMOHHBIH  HOMEp  TOpProBoi
CAHHMUBI, SN - HHAHBHAYAIbHBIH
cepHiinbLIii Homep Toprosoii EAHHHUBI).

* Parameter is determined only with the release of the drug. / IokasaTeah ONPEACINETCH TOMLKO npH 8bINYyCKE
npenapara.

** The parameter is determined only on one batch of the product per year. | [lokasatens OnpeessieTcs TOALKO HA OAHOH
CepuN nNpenapata B roa.

Storage: At the temperature not more than 25 °C/Xpaunenne: pu Temnepatype ne Boiwe 25 °C.

Shelf-life: 2 years/Cpox roadocTt: 2 roja.

Confirmation of compliance/ [MonTrepiaenne cooTaeTeTENS:

It is hereby certified that the above information is authentic and accurate. This batch has been manufactured, including
packaging and quality control, at the above mentioned site in accordance with the requirements of GMP and in accordance
with the agreed Manufacturing Instructions, Normative document JIT1-003099-200715, Amendments 1-6, Component and
Product Specifications provided by the Customer. No deviations occurred during batch processing, packaging and analysis
which could adversely affect product quality/

Hacrosunm noareepsaaem, yio BLILICYKAIAHHAR HHPOPMAUNH IBINETCH NOAAMHHON H To4Hoi. Janwasn naprus
Gblila HirorosJjiena, YNAKOBAHA M UCNBLITAHA HAa Bmmeylcasaﬂneﬂ IlpOl'ﬂBDllCTI!eHHOﬁ nouiagKe B COOTBETCTBHUH C
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NS
PR Lndopharm

Fosfomycin Esparma 3 &/ Gochomunun Jcnapma 3 r Batch No/Homep cepun: 4132103

TpeSoBanuamu GMP u » COOTBETCTBHH € yTBEPHACHHbIMH N1POH3IBOOCTBEHHBIMHK HHCTDYKUHAMH, HOPMATHBHOI
AOKYMeHTauHel Jll'l—003099-200715, H3m. 1-6, coctasom g eneuHdHKkaUHIMK NpoAYKTa, KOTOpLie Obhiin
fipeacrasaener 3akasuurom. Bo BPEMY NIPOUIBOACTEA NAPTHH, ynaKkoBKky 1 TIPH SHAJIHIC HUKAKHX OTKIOHEH T ne
nponsaumn, HTO MOFno Gl OTPHUATENLHO NOBIKATL HA Kavecrso NPOAYKUHH.

Qualified person/ ¥ uoanomguen i NpeacTaBHTe .

Name/ Hms: \ o

Date/ [Iata: Dr. Guido Zimmermann
08 FEB. 2077

Lindopharm GmbH
Postfach 5 60 » 40705 Hilden
Neustr. B2 « 40721 Hilden
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