Fosfomycin Esparma 3 g/ ®ocomuumun Ienapma 3 r

B
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LINDO
PHARM

Batch No/Homep cepun: 4132103

Lindopharm
GmbH

Certificate of analyse/Cepruduxart ananiuza

Name of the product, dosage form,
dosage/

Hazpanne npogyKra, JieKapcTBeHHAN
dopma, 103HpoBKa;

Fosfomycin Esparma, powder for oral solution 3 g/
Dochomunun Jenapma, HOPOMIOK LI NPHTOTEBAEHAS
pacrsopa VIS NpHeMa BHYTPb, 3 T

Release form/

Popma BhINYCKA: carton box /

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

[Io 8 r nopomka B 1 nmaker. 1 maker ¢ MHCTpYKuuei mno
NPHMCHCHHIO B TAYKY KAPTOHNYIO,

' INN/MHH

Fosfomycin/@ocdomuaunn

| Marketing authorization No /
Perncrpaunonnniii Homep:

JITE-003099 of 20.07.2015

Batch No/Homep cepun: 4132103 B

Batch size/Pasmep cepun: 71392 packs / ynakoBok

Manuf. date/ 11/2021 '

Hara npoussojcrna: _ B
. Exp. date/T'oxen no: | 1172023

Manufacturer (all stages)/
IlpouzsoauTenn (Bee cTaaHH):

Lindopharm GmbH, Germany
Jdunjrodapm I'm6X, lepmanns

Address/ Anpec:

Neustrasse 82, 40721 Hilden, Germany
Hoitmrpacce 82, 40721 Xuawaen, lepmanun

Manufacturer (secondary packer)/

'Lindopharm GmbH, Germany

CYOCTAHIIHH, NPOHIBOAHTEIb:

IIponssoaurens (sropuunas | Juugodapm I'm6X, Nepmanun
 YNAKOBKA):
Address/ Axpec: Neustrasse 82, 40721 Hilden, Germany
[ Hoiturrpacee 82, 40721 Xnabicu, lepmauun
API, manufacturer of API/ | Fosfomycin trometamol/@ochomuunna rpomeramon -
HaunmenoBanue akrusnoit | INTERQUIM S.A. DE C.V., Mexico

The analysis was carried out according
to/ AHAJIN3 BBUIOJHEH N0:

HJ JII-003099-200715,

Normative document JITT-003099-200715, Amendments 1-6/

H3m. 1-6.

Parameters/ [loxkazarein Limits/ Hopmbi

Results/ PesyibraThl

Description/ Homogeneous white or almost white powder,

Homogeneous almost white powder, without

assay, should correspond to retention time of
main peak in the chromatogram of standard
solution of fosfomycin trometamol/

Bpems yiepxnBaHHi OCHOBHOrO nMUKa na
XpOMAaTOTpaMMe HCHBITYEMOTO pacTBOpa,
npuroros/iennoro s «Koauvectsennoro
ONpefe/ e, JIOJIKHO COOTBCTCTBOBATL

Ouucanue without agglomerates and foreign particles, | agglomerates and foreign particles, with fruit
with fruit smell/ smell/
Pomorennwiii nopowok Gesioro win nourn | 'oMorenusiit  nopomox  noutu  Geforo
Genoro usera, ¢ QpyKTOBLIM 3anaxoM, Oe3s | usera, ¢ (QPYKTOBBIM 3anaxom, 0e3
| A AVIOMEPATOB W NOCTOPOHHKX YACTHL, | ArJIOMEpATOB H MOCTOPOHHHX YACTHIL
Identification/ Retention time of main peak in the | Retention time of main peak in the
MoaauHHOCTL chromatogram of test solution, prepared for | chromatogram of test solution, prepared for

assay, corresponds to retention time of main
peak in the chromatogram of standard solution
of fosfomycin trometamol/

Bpemn yiaepxuBanusi 0CHOBHOTO NMUKA Ha
XpOMATOrpaMMe HCHBITYEMOrO pacTsopa,
HPHTOTOBAEHHOTO 1A «KoJHYMecTBEHHOrO
ONPEALTCHHA», COOTBETCTBYET BPEMCHH
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Fosfomycin Esparma 3 g/ ®ocdomuunn Jenapma 3 r

Parameters/ [Tokazarenn

Limits/ Hopmet

B
\/

LINDO Lindopharm
PHARM

GmbH

Batch No/Homep cepun: 4132103

Results/ PesyabTaTni

BPEMEHH YACPKHBANHA OCHOBHOIO NMHKA HA
XpOMATOrpaMMe CTAHJAPTHOIO pacTBOpA
¢oechomuumHa TpoMeTaMo1a.

YOEPKMBAHMH  OCHOBHOIO  MHKA  H4
XpoMatTorpaMMe CTauaapTHOro pacrsopa
dochomMULHHA TPOMETAMOA.

Description of solution/

Slightly opalescent or opalescent/

Opalescent/

Buewnuii BuA Ot  caerka  onajsecumpyomero o | Onajsecuupylouinii.
_pacrtaopa ONAeCUHPYIOLICT O, -
Average  weight  of | 8,00 g+ 35 %/ 8,15g(n)

content of sachet/ | 8,00 r+5 %

Cpenusnn macca

COMEPKHMOI'0 NAKeTA )

Weight uniformity of | 18 of 20 sachets: + 7.5 %; -3,3 %, +2,2%

content of sachet/
OaHopoaHOCTEL  MACChi
COACPRUMOTO NaKera

2 of 20 sachets: £ 15 % of average weight of
content of sachet/

18 u3 20 nakerons: + 7.5 %:;

2 u3 20 nakevoB: £+ 15 % ot cpeaneil Macchl
COAEPKUMOTO MAKETA.

Uniformity of dosag::/
Oaunopoanocts
AO3ZHPpOBAUHRA

(nf 10), AV< 15,0

<125M/

{(n=10), AV <15,0.

(n =30), AV < 15,0 npn ycioBus, yro 0,75M
<Xi<1,25M

(n=10), AV < 15,0

Related substances/
MocropouHKe npuMecH

(1,2-Dihydroxypropyl)phosphonic
acid(impurity A)/ (1,2-AMrWIpOKCHIIPOTIHI)
thochonosan kucnaora (npumecs A): £ 0.3%
[2-[2-Amino-3-hydroxy-2-
(hydroxymethyl)propoxy]-1-
hydroxypropyl]phosphonic acid (impurity B)/
2-[2-amun0-3-ruipoKen-2-
(ruapokcumeTn)nponoren]-1-
ruapokceniponualpochonosas kueaora
(npumecs B): 0.3 %

Trometamol phosphoric acid monoester
(impurity C)/ TpomeTtamou docoproii
KHCJ0Th MoHOddup (npuMees C): < 0,1 %
Trometamoyloxy fosfomycin dimer (impurity
D)/ Tpomeramuaoken pocoMHLHE AHMED
{npumeck D): 0,1 %

~ | Single unidentified impurity: each < 0.1 %/

Eannuanas HenaeH THOHIHPOBAHHAR
npumecs: kamaoii < 0,1 %

Sum of impurities/CyMma Beex npumecei: <
1,0 %

< 0,05 %

<0,05%

< 0,05 %

< 0,05 %

(rrt 0.81): 0,10 %
(1 0.83): 0,05 %
(rr 0.97): 0,05 %
(rt 2.06): 0,09 %

0,29 %

{ Water/
| Onpeaesenue BOAbI

<0.5%

0,1 %

Leak resistance of sachet/
lepmerHyHOCTE
nakera*

Should be hermetic./
Josoken 6biTh repMeTHYHBIM.

| Hermetic /

FepmeTnyen.
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Fosfomycin Esparma 3 g/ ®ocdomunnun Ienapma 3 r

L'NDO Lindopharm
PHARM

GmbH

Batch No/Homep cepun: 4132103

Parameters/ [Toxasatesan

Limits/ Hopmbi

Results/ Pe3yabTaTh

Microbial purity/
Murpoluosioriueckas
yuerora*®

Category 3A/

Karveropus 3A

- Total number of agrobic bacteria - NMT 10°
CFU in 1g. / Obuee uucio a3podHplx
MHKpPOOPraHuamMos — He Goace uem 107
KOEBlr;

- Total count of yeast and moulds — not more
than 10 CFU in 1g/ Obwce uncao
JPONKEBBIX H FJIECHEBBIX rpubos — He
Gonee uem 10 KOE B 11

- Absence of Escherichia coli
Oreyrersue Escherichia colin 1 v,

in g

Not performed/
He nposoaunocs

3,13 gfsachéi?ﬁuatcer).

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

Mo 8 r nopowka B8
Tpexeaoiinoro marepualia
amomuHui-noswITHiIen). 1
HHCTPYKUMEH 110 NPUMEHEHMIO B
KAPTOHHOH.

nakerax M3
(Dymara-
naKer ¢
nauke

Assay/ 3,0 g/sachet + 5 % /

Koauuecrsennoe 3,0 r/naker £ 5 %.

onpeaeseHHH

Pack/¥Ynaxkoska 8 ¢ of powder into sachet of three-layer
material (paper-aluminum-polyethylene). 1
sachet with instruction for use into carton box /
[Mlo 8 r nopomka B paKerax u3
TPEXCA0IHOro MatepuHana (Gymara-
aOMHHMI-IoADTIAEeR), 1 naker ¢
HHCTPYKIHEH TI0 MPHMEHEHHI0 B [AYKY
KapTOHHYIO.

Labelling/ On a primary package in Russian staie:

MapkupoBka 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, 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
(combination of letters in Latin and/or digits or
digital designation).

O a secondary package in Russian 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

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, 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 secondary package in Russian 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/ ®@ocdomunnn Denapma 3 v

\
LINDO Lindopharm
PHARM

GmbH

Batch No/Homep cepun: 4132103

Parameters/ [Mokasarean

Results/ Pesyabtars

instruction”, “Keep out nf 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 nepsusnoi ynakoske na pyecrost aisixe

PKasbigaion:  TOProBoe  HAMMEHOBAHHE
npenapata, MHH, pgosuposky 8 1,

JIEKEPCTBEHITYIO0 popmy,
(apmakKoTepaneBTHYECKYIO rpynmy,
coiepKaHHe AcHCTBYOmero pemecrsa B 1
nakere B r, ofiiee KOJHYECTBO NpeNapaTa B
NAKETe B I, NCPeqeHb BCIOMOrATEILHBIX
BEWeCTR, Hajanuew - «Iasi npuema BHYTpLY,
«llopowoK Ans NPUTrOTOBACHMN PACTROPAN,
«llepen npumeHeHHeM  OIHAKOMBLTECH ¢
HHCTPYKUMEi!», «PacrBop npHHHMAThH
BHYTPb HEMOCPEACTBEHNO noejae
NPUTOTOBJIEHHS.», «XpaHHTb B
HEJOCTYMHOM Mi# AeTell MecTe.n, YCIOBHSA
XpaHcHHH, yCa0BHS oTnycka,
HAMMEHOBAHHE H ajipec GUPMLI-B/Iade/blA
PETHCTPAIIHOHHOIO  YAOCTOBCPCHUA W
DUPMBI-NPOUIBOAMTENS, JOTOTHIT PUPMBI-
BJafCbHA PerucTpauHoHHOro
yaocroBepeHus (Ha AHIIHHACKOM si3bIKe),
«Cepust  Ne:/ToteH  10: M. THCHEHHE»,
BHYTPH3IABOACKOH KOA YIAKOBKH
(xomOunauust OYKB JaTHHCKOro andasuTa
W/uaK uHgpel Wik undposoe oboinavenue).
Ha smoepuunoi ynakeske na pycckosl sisike

VRAIBIGUIOM:  TOProBoe  HaWMeNnoBaHHe
npenapara, MHH, po3nposky 8 1,

neKapcrBeHHYw  GopMy,  KOAMHECTBO
NAKETOR B YNaKoBKe,
hapmakoTepaneBTHICCKYI0 rpymmny,
cogepxanHe ueiic‘mymulero Belecrea
Blnakere B 1, ofiuee KOJAHYCCTBO

fipcnapara B HaKere B 1, nepeuelp

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,
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 nepsuynofl ynakogre na pyeckoy ssbike
yKazano: TOproBoe HAHMEHOBAHHE
npenapara, MHH, aosupoBky B 1,
JICKAPCTBCHHAS popma,
thapmakoTepaneBTHYECKAR rpynna,
colepaHHe AeHCTRYIONIEro BeluecTsa B 1
nakere B r, obuiee KoMYECTBO NpenapaTa
B NaKeTe B 1y nepevYeHb BCIOMOraTelbHbIX
BCHIECTB, HAMMHCH - «/[1% npueMa BHYTPbY,
«llopowox s NPUEOTOBACHHS
pacTeopay, «Ilepen NpuMeHennem
O3HAKOMBTECH ¢ HHCTPYKUHei!», «PacTrop
IIPHHHMATL  BHYTPb  HEMOCPEACTBEHHO

HoCAe MpHIOTORAEHHSLY, «XpaHuTs B
HEJIOCTYNHOM A9 AeTeli mecTe.», YCJIOBHA
XpaueHus, YCJI0BHH oTnycKa,

HAUMEHOBAHNE K aapec PupmbI-BIaAEIbNA
PErHCTPAUHOHHOIO  YIOCTOREPEHHMN W
PUPMBLI-TIPOHIBOAUTENS, TOTOTHIT HPUPMBI-
BJaneIbua PErHCTPAMOHHOTO
yiaocToBepenus (Ha aHMIMHCKOM si3bike),
«Cepua Ne:/Toaen 10! M. THCHEHHE»,
BHYTPH3ABOACKON KO YIIAKOBKH,

Hua gmopuanoil yrakeske g pyCcrRoM azbike
yRA3aAN: TOpProsoe HAHUMCHOBAHHE
npenapara, MHH, aosuposka B T,
NeKapcrBeHnasi topma, KOJHYECTBO
NAKETOB B yiaxkoske,
thapmakoTepanesTHYeCKan rpynna,
coacpKaHde  JAeHCTBYHHIErD  BeUlECTBA
B 1nakere B 1, ofWee KOAHYECTBO
npenapara B [AKETe B T, TMNepeyYeHh
BCIIOMOTATE1bHbLIX BElleCTB, HaMIINCH -

«lnsn npuema BHYTpb», «[lopowox s
NPHTOTOBJIEHUS pacTBOpa», «llepen
NPUMCHCHHEM 03HAKOMBTECH c
uHcTpyKumeity, «Cnocod npumenennsi: cm.
HHCTPYKIHIO», «XPaHHTb B HEOCTYITHOM
s aereif mecTe, YCIOBHSL XPaHEHUs,
YCJAOBHS OTAYCKA, HAMMEHOBAHME W anpec
pupmbi-Baanebua PErHCTPaLHOHHOIO
yaoCTOoBepenHsi H PHPMbI-MPOHIBOAUTENN,
JIOTOTHIT hupmMuI-BAaACALUA
perveTrpanmoHnioro yilOC'l'Q!H.:DEIIHﬂ {Ha
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Fosfomycin Esparma 3 g/ ®ocomuunn

Denapmad r

UNDO in arm
PHARM Grori

Batch No/Howmep cepun: 4132103

Parameters/ Iloxazatenn

Limits/ HopMbl

Results/ Peaysibrare!

BCHOMOTATEIBHBIX  BCLUICCTB, HAANHUCH -
«/lng upuema BHYTpb», «llopowok aan
HPHIOTORJTEHHS pacraopay, «llepen
TIPHMCHCHHEM 03HAKOMBTECH ¢
uHerpykuueii!», «Cnocod npHMeHeHH: CM,
HHCTPYKHHION, «XPAHHTL B HEAGCTYNHOM
ANS AeTeii MecTe.», YCJIOBHA XPaHEHHS,
YCJAOBHA OTIIYCKA, HAMMEHOBAHHE U ajpec
HUPMBI-BJIAACbLUA pPerHCcTPALHOHHOTO
YAOCTOBECPECHHA H (PHPMLI-IPOHIBOANTENS,

JIOTOTHN pUpMBI-BIANCILIE
perucTpalHonHoro  yaocrosepenus  (na
auramiickom HILIKE), HOMEP

PEIrHCTPAUMOHHOTO YIOCTOBEPCHUH, HOMED
cepuM  (MapKHpOBKAa HOMEDA CEPHH  Ha
KAPTOHHOM MNavKe MOMXET OTJM4AThCH OT
MAPKHPOBKH HOMEPA CEPHM HA NEPBHYHOMN

ynakoske (nakere) Ha 1, 2 man 3
AONOJHHTENbHbBIX CUMBOJA,
0603IHAYADMIMY  NOCMEHHYK  YIIAKOBKY
oaHol cepuu) (ecau npumenumo), naTy
NPOM3BOACTBA, AaTY OKOHYAHMI CPOKA
FOAHOCTH, WTPHXOBOH Ko,
BHYTPH3ABOACKOH KOjL YNaKoBKH

(koMbunanus GYKB 1aTHHCKOTO aidaRnTa
w/uan undpel wan iundpopoe ofosnauenne).
JOnonHUTENLHO [JONYCKAETCH HaHecenue
HA YIAKOBKY APYFHX HAEHTHPHKALUHOHHBIX
cpeacrs (nanpumep, OBYXMEPHDBIH
wrpuxosoii  won, GTIN riobanbHbIH
uwaenTHPUKAIHOHNBIR  HOMEp  TOProBoOH
CAHHNUBL, SN - HHAHBHAYAJIbHBIH
cepuiiHbli HOMep TOProBoOi cAHHHILI).

AHTANHCKOM HILIKE), Homep
PErHCTPALMOHHOTO YAOCTOBEPEHHH, HOMED
cepuu,  aara Npou3BOACTBA,  lATa
OKOHYAHUSA CPOKA FOAHOCTH, LWITPHXOBOH
KO/l, BHYTPH3ABOACKOH KOJ YNAKOBKH,
AByxmepHbiit wrpuxosoii xoa, GTIN -
rodajibHbIH HAeHTHHHKAUMOHHBIH HOMep
TOProBOM eAHHULBL, SN -
HHANBHIYAALHLIH CepHHHBIA HOMEp
TOProBoi eHHNLbL.

* Parameter is determined
npenapara.

only with the release of the drug. / Toka3aTeslb ONpeACHHETCH TONLKO MIPH BbINYCICe

** The parameter is determined only on one batch of the product per year. [ Tlokasareins onpenesercs T0LKO Ha oANo#

cepuM npenapara B rof.

Storage: At the temperature not more than 25 °C/Xpauenue: [lpu TemnepaTtype ne Bbilue 25°C,

Shelf-life: 2 years/Cpox roasocrs: 2 roaa.

Confirmation of compliance/ IMogTBepAAenHe COOTBETCTBHA!
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 J11-003099-200715, 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/
HacTOSILMM NOATBEPHIAEM, HTO BbILUCYKAZAHHAS HIDOPMALHS ABJINCTCH NOATHHHON W TOUHOT. Hauuas naprus
fbIAa H3IFOTOBAEHA, YHAKOBAHA H HCIILITAHA HA BLILICYKAIAHHOH NPOMIBOACTBEHHOI TUIOUIANKE B COOTBCTCTBHH €
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LINDO Lindopharm
PHARM GmbH

Fosfomycin Esparma 3 g/ ®ochomuumun Ienapma 3 r Batch No/Homep cepun: 4132103

TpebopauusiMy GMP H B COOTBETCTBHR € YTBEKACHHBIMH TIPOM3BOACTBCHHBIMH HHCTPYKUHAMH, HOPMATHBHOH
poxkymentauwnedt JII1-003099-200715, Wsm. 1-6, cocrasom u cneunduKaumsiMH NPOAYKTA, KOTOpbie ObIARN
npeacTasiaenbl 3akasuuixom. Bo Bpems NPoM3IBOACTBA MAPTHM, YIAKOBKH H 1IPH AHANINIE HUKAKHX OTKAOHEHHH He
NPOH3I0HLIO, HTO MO0 [iTN] OTPHUATEIBHO NOBJIHATL Ha KaYeCTBno NpoAyKUHH,

Qualified person/ Yuonnomoueniiniii NpeacTaBuTe b:

Name/ Ums: N D
Date/ Jara: Dr. Guido Zimmermarin
8. FEB. 2022

Lindopharm GmbH

Postfach 5 60 « 40705 Hilden
Neustr. 82 - 40721 Hilden
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