5 RDEFAR

A

CERTIFICATE of ANALYSIS / CEFTHOUKAT AHAJIMZA

Product / Mpogaykr: Suprax®, granules for oral suspension 100 mg/s ml /
Cynpaxc®, rpanynsl 408 NPUTOTOBNEHUA CYCNEHIUK ANA NPUMEHEHNA eHyTRL 100 mr/5 ma

API Manufacturer/ Mpoussogutens AGC: Orchid Pharma Limited/Opxua Gapma Numures
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxws Kemuianc 3HA PapmacsioTHan:

NTa)

APl batch number/ Homep cepun ADC: 24103312
Bullt Manufacturer/ NpovssoauTent rotosoi nek.dopmet: ACS Dobfar $.P.A/3HCK3c abbap

CINA

Primary Packager/ MNepeu4nbiii ynakosum: ACS Dobfar S.P.A/36HCu3c Jo6dap C.N.A
Secondary Packager/ BropudHeiil ynakosuwi: ACS Dobfar S.P.A/31Cu3c foBdap C.0LA

Manufacturing date/ [ara

04.02.2025

Product/Mpoayxt Ne:  F10000100168
Batch/Cepun Ne: 25100507

NPoWIROACTEE:
Date of Issue/ fata 25.03.2025

BLINYCKa:

Na

Specification/Cneundurauua

PCCL 01,0351/
01.05.05

The following information is indicated in accordance to the Normative Dacumentation
(ND) M NO13023/02-010610, variations to ND # 1-7,
Creayiouan HGOPMaUKUA yKA3aNa B COOTRETCTBIW ¢ HopmatueHoil aokymenTaumes (H/)
M NO13023/02-010610 ¢ uaHaxuamu & HI No 1-7.

Indicators, Specification/Cneumuduraums Results/PeaynbTtaThl
methods/MokasaTtenny,
METO LI
1 2 3

Description,
organoleptic/
OnvcaHue,
OpraHonenTUYeckmii

&7
Off-white to cream-co 3 reqi‘x
small granules. Upﬂmmfxﬁg G
an almost white to tream 1
suspension with a 5 e?e\

f

Lra
A 117

strawberry flavor lsn‘%

Hen

Ot noytw 6enore oo \;:: gl
KPEMOBOTO LIBETE MEIKME “Srn
rpanyael. Mocne cmeluuaadn
oBpazyeTcs CyCneHsus ot
noyt Bencro Ao Kpemororo
UBETA CO CNAAKUM apOMaTOM

KAYEHMHA.

Menkpe rparyns nouty 6enoro

“Gonforms.

‘Srﬁall E}*@\nules of off-white color.
Ugon mixing - almost white colar

A A s.p;apens_j_ép":with a sweet strawberry
| flavor I5 formed./
1l [

A

&TCTBYET.

LueeTa. [ocie cmellMeanna
o6pa3syeTcA cycneHana noyty Benoro
LBETa CO CAARMM 8POMATOM
KAYEHUKIA.
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CERTIFICATE of ANALYSIS / CEPFTUGURAT AHANU3A

Product / Npogykr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynparc®, rpany/is 48 MPUIoTOBAEHUA CYCNEH3NA ANA nprmereHna BHyTPE 100 mr/5 mn

APl Manufacturer/ Npowasogurens AQC: Orchid Pharma Limited/Opxug Gapma NInmnres,
{previously/pamee - Orchid Chemicals and Pharmaceuticals Ltd /Opxug Kemukane 304, GapmacsioTikanc

Nra)

API hatch number/ Homep ceprit AGC: 24103312
Bulk Manufacturer/ NpouasoauTENL raTosoit nek.gopmii: ACS Dobfar S.P.A/3WCK3c DoBdap

C.NA

Primary Packager/ Mepeuyrili ynaxoauyak: ACS Dobfar &,P.A/30CKH3e Oobdap C.ILA
Secondary Packager/ BTopuuriit ynakoauyi: ACS Dobfar 5.P.A/31Cu3c Nobdap C.ILA

Product/Mpoayyr Me:
Batch/Cepua No:

Date of Issue/ [ata
pRINyCKa:

F10000100168

25100507

Manufacturing date/ fata

(04.02.2025

npowssoacTsal

25.03.2025
Ne

Specification/CneuubuiaLia

PCQ 01.03.51/
01.05.05

The fallowing information is indicated in accordance to the Narmative Documentation
(ND) 1T ND13023/02-010610, variations to ND # 1-7.
Chenyatlan MHhOpMaLlAA yiasaHa B COOTBETETBMN C HopmatueHoi aowymenTatuei (H)
M NO13023/02-010610 ¢ naHernamq ik HIA Ne 1-7,

Identlty, HPLC/

MopnvHHOCTE, BSHX

The retention time of the
main peak in the
chromatogram of the test
solution should correspond to
the retention time of the
peak of cefixime in the
chromatogram of the
standard solution when
quantifiad.

Bpema ygepiKnBeatna
OCHOBHOrD NUKa Ha
Xpomarorpamme
HCMLITYEMOTO pa CTEORE
LONKHO COOTEETCTEOBATh
BPEMEHW YAEPKUBAHWA NWKE
Ledukcruma Ha
Xpamarorpamme

Conforms.

The retention time of the main peak
in the chromatogram of the test
solution corresponds to the retention
time of the peak of cefixime in the
chromatogram of the standard
solution whan guantified./

COOTEETCTBYET.

Bpems YAEPKABAHMA OCHOBHORE TUAKE |
Ha XPOMETOrPAMME NCTLITYEMOTD:
PACTEOPE COOTBETCTBYET BOEMEH)
VAEPHMBAHMA NUKE LEGMKCAME Ha'
XpoMaTorpamme CTaHAR:i;—%\!’D’:T'”“__.‘d,‘.“ i
pacTBOpa NPY KOAMUECTBEHADN, |
onpeaeneHIM. . -
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A DDBYAR

CERTIFICATE of ANALYSIS / CEPTUOWUKAT AHANWZA

Product / TipoayxT: Suprax®, granules for aral suspension 100 mg/5 mi/
Cynpaxc®, rpaqyabl ANA NPUrOTOBNEHUA CYCNeH3yu ANA NpMEHEHWA BRYTDL 100 mr/5 mn

APl Manufacturer/ Npoussoautens AGC: Orchid Pharma Limited/Opxug ®apma Nidmuten
(previously/paHge - Orchid Chemicals and Pharmaceuticals Ltd [Opxna Kemukane sHa DapmacsoTHRAC

Ara)

APl batch number/ Homep cepun ADC: 24103312

Bulk Manufacturer/ Npou3soauTent rotosoi nex.dopmsi: ACS Dobfar 5.P.A/30CU3c DobBhap

C.MNA

Primary Packager/ Nepsuunbiil ynaxkosuymk: ACS Dobfar S.P.A/3ACK3c OoGdap C.N.A
Secondary Paclager/ BropnuHsiii ynakaswuk: ACS Dobfar §.P.A/31Cu3c Nobdap C.NL.A

Manufacturing date/ Oata

04,02.2025

NpoM3IBOACTE:

Product/Mpogyrr Ne;  F10000100168
Batch/Cepwun Ne: 25100507
Date of l1ssue/ flata 25.03.2025

BhiNyCKa:

Ne

Speclfication/Cneunduitauma

PCQ01.03.51/
01.05.05

The following information Is indicated in accordance to the Normative Documentation
(ND) 1 NO13023/02-010610, variations to ND # 1-7.
Cheayioluas uHdopmalus YRasaHa & COOTBETCTBMAMW C Hopmatueroii gorymeHTaured (HA)
I N013023/02-010610 ¢ wsHeHwamu R HA Ne 1-7.

CTaHAIPTHOro PACTBOPA MPK
KONAYECTBEHHOM
ONPEASNEHMN,

The average weight of
the contents of the
vial /

CpeaHaa macca
COAERMMMOTO
dnaroHa

303to35.0g/
01303003501

e

Conforms / CoorBeTcTRYET,

314g/314r

The velume of the
finished suspension /
O6wem roTeBol
cycnedaly

G

Not [Eﬁsf;hp‘r-\-i‘sﬁtj;m.}: F
He metiee 60 A /111~ /-

Conforms / CooTBeTCTBYET.
50 ml/ 60 mn

pH, Ph. RF Xl,
patentiometrically /
pH, b X,
AOTEHUMOMETRUHECK!

2510 4,5 sl s

After 14 days of storage ata
temperature of 15-25°C, it
should have the same rate/

Conforms / CoaTeeTcTayeT.
3.6/3,6
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A DDREAR CERTIFICATE of ANALYSIS / CEPTUGUMKAT AHANN3A

Product / NpoaykT: Suprax®, granules for oral suspension 100 mg/5 mi /
CyrnpaKc?, rpaHyNbl 478 NPUIOTOBAEHWA CYCNEH3UM ANA NPUMEHEHWA BHYTPE 100 mr/5 mn

APl Manufacturer/ Npowssoautens AQC: Orchid Pharma Limited/Opxua ®apma Numudres
(previausly/pares - Orchid Chernicals and Pharmaceuticals Ltd /Opxua Hemuianc sHA Papmacsiotuianc
nNra)

API batch number/ Homep cepuv ADC: 24103312

Bulk Manufacturer/ NpouzsoguTtent roToeoi nex.gopmbet: ACS Dobfar S.P.A/34HC13c [lobdap
C.N.A

Primary Packager/ MeponuHbifi ynakosuwmk: ACS Dobfar 5.P.A/3iCu3c JoBdap C.NLA
Secondary Packager/ Bropuunblit ynaxosuwmk: ACS Dobfar 5.P.A/3ACk3c [lobap C.N.A

Product/Npogykr Me:  F10000100168

Batch/Cepun Ne: 25100507 Manufacturing date/ data 04.02,2025
ApOMIROJCTRE:

Date of Issue/ faTa 25.03.2025 specification/Creundurauwn  PCO01.03.51/

BBINYCKA: Ng 01.05.05

The following infarmation is indicated in accordance to the Normative Documentation
(ND) N NO13023/02-010610, variations to ND H# 1-7.

Creayiouias MHbopMaLya Yka3aHa B cooTEETCTRUN ¢ HopmaTusoll fokymerTalmed (HA)
M #013023/02-010610 ¢ MsHeH4AMU 1 H Ne 1-7,

Or2,5804,5
Mocne 14 oHei xpaderHis Npn
TemnepaType 15-25°C
ACMHHO MMETL TY HE HopmY.
Density, 1,14-1.26 g/ml/ Conforms / COOTBETGTBYET,
Ph. RF X1/ 1,14 = 1,26 r/mn 1.18 g/ml / 1,18 r/mn
MNnoTHoETR,
Idh Xl
Viscoslty, 100 - 300 cps /100 - 900 cna Conforms / CooTeercrayeT.
Brookfield viscometer 258 cps / 258 cn3
/ BA3KOCTD,
BUCKO3UMETPR
Epykdunbpaa
Water, Not more than 2.0% / Conforms / Cooﬂaemtawh
Ph. RF X, K. He Gonee 2,0% 0.5%/0,5% T,
Fisher method / -
Bopns, - N, B
| = -1
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ADS DOBRFAR CERTIFICATE of ANALYSIS / CEPTUGUKAT AHAU3A

Praduct / NpoayxT: Suprax®, granules for oral suspension 100 mg/5 mi/
Cynpaxc®, rpaHy/bl ANR NPUrOTOBAEHUA CYCNaH3uK ANA NPUMEHEHUA BHYTPL 100 mr/5 mA

APl Manufacturer/ NpouzsoauTens AQC: Orchid Pharma Limited/Opxna @apma Slumiten]
(previously/paxee - Orchid Chemicals and Pha rmaceuticals Lid /Opxng Keminianc sHg $apmacsioTuranc

nra)
APl batch number/ Homep cepun APC: 24103312

Bulk Manufacturer/ NponasoauTens rotosol fex.dopmel: ACS Dobfar 5.P.A/30iCu3c flobdap
C.M.A

Primary Packager/ NepeudHbiil ynakoswyk: ACS Dobfar S.P.A/31CK3c Jobdap C.I.A
Secondary Packager/ BropuyHbli ynakosuiirk: ACS Dabfar 5.P.A/31CK3¢c Acbdap C.NA

Product/NpoaykT Ne:  F10000100168

Batch/Cepua Ne; 25100507 Manufacturing date/ Jata 04.02.2025
NpoWIB0cACTES:

Date of lssue/f dara 25.03.2025 Specification/Crieundukaupa  PCQ01.03.51/

BLINYCKE!: Ne 01.05.05

The following information is indicated in accordance to the Normative Documentation
(ND) N NO13023/02-010610, variations to ND # 1-7.

Cheayiowasn UHGOPMaLMA YKa3aNa B COOTBETCTBIM € Hopmatuarob aoiymentaumnei (HA)
M NO13023/02-010610 ¢ uzHeHuAMK K HA Na 1-7.

ra X1, meTtoa K.
Guwepa
Suspension formation | Not more than 1 - 2 minutes / | Confarms / CooTeeTcTBYRT.
time (suspendability), | He Gonee 1 -2 mun 1min/ 1 mun
Ph. RF XI /
Bpems obpasosaHna
cycnexsmm
(cycnenaupyemocTs),
re X £ N
Resuspendability, Susp nsion should not | | Conforms / CooTeeTcTayer.
Ph. RF X1/ delaminate,within 15 mindtes|
PacycneHpupyemocts, |/ U0 2 /0
rd X Cycnek ‘ é%}ﬂ.‘cmm-f? w
paccna ﬁﬁa‘,&@_ﬁf:a é'ﬁ:ugé".'ls
MKH L
Microbiclogical purity, | Category 3A. / Kateropna 3A. | Conforms / CooTeeTcreyeT,
Ph. RFXI /
Mugpobuonoriieckan
uucroTa, TO XL

ACS DOBFAR SpA - Sude Legaile: Wala Addatta, 4712 - 20067 Trilons (M1 - Tel. LID.02 00683, 1 - Fax vIR0LYOGISEE
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ALS DOEEAR CERTIFICATE of ANALYSIS / CEPTU®UKAT AHANIMIA

Product / Mpoayxt: Suprax®, granules for oral suspension 100 mg/S ml/
CynpaKc®, rpary/sl 4As NPUIOTOBAEHMA CYCTIEH3NN ANA NPUMEHEHWA BHYTPL 100 Mr/5 mn

APl Manufacturer/ Npounssoautens ADC: Orchid Pharma Limited/Opxva ®apma Numntes
(previously/paee - Orchid Chemicals and Pharmaceuticals Ltd /Opxup Kemukanc sug BapmackioTHKanc
rn)

AP] batch number/ Homep cepui AGC: 24103312

Bulk Manufacturer/ NpowanoauTens roToeoit Aex.fopmer; ACS Dobfar 5.P.A/3WCu3c Nobdap
C.MN.A

Primary Packager/ Nepsnunbiii ynakoswwmk: ACS Dobfar S.P.A/31CK3c Nobdap C.N.A
Secondary Packager/ BropuuHbib ynakoswmk: ACS Dobfar 5.P.A/30Cn3c Lobdap C.MN.A

Product/Mpogyrr Ne:  F1D000100168

Batch/Cepua Ne: 25100507 Manufacturing date/ ara 04,02.2025
NPoW3BOACTaS:

Date of Issus/f faTta 25.03.2025 specification/Creyudurauius  PCQ01.02.51/

BLINYCKE: Mo 01.05.05

The fallowing informatien is indicated in accordance to the Normative Documentation
{ND) 11 N013023/02-010610, variations to ND # 1-7,

Cheayiolas MHBOPMALAA YKA3aHA B COOTBETCTBMM ¢ HopmaTueHok ,quuymewraumem (HA)
1 NO13023/02-010610 ¢ areruamn K HI, Ne 1-7.

Assay, HPLC / a0 - 120% of labeled amount | Conforms / CooTreTcTEYET.
KonuuscrpedHoe of cefixime / 90 - 120% o7 a97%

DHPE‘AEHEHHE, VHE3HHHDFD HE ITUKETHE

BIMX konudecTea Ledurcnma

.\ J : Yo c ] .
/ AN T g
4 = i ‘ e e AEBENvOmMA CKRAROM
([l) L ( L"-—o—‘...-/ t x :‘. 4 — “' A e BE Y AAROR -

ET : AN RN G l"‘,‘}' ONTORGA Tapro
AU B 8 -4 B
D.u‘gﬂfaed Perso /YNOAHOMOYEHHOE AMLD - 3 )% 5 DNERAPCTBE N CPER

RTBARN
ACS Doblor 8.p.AL PLANT 1(1 y
Date/fiara 25. 03. 2025\&5 Laurenting K, 24,730 00071 Pﬂl’llc.&ld [R'-

a1 wynendik 5. A
f -.I & ‘:"_'-l.‘rl;\.‘\t'l.}ﬂ‘ly! B ::FJ;{;I;‘_I-E_"_I#:L £ L

Signature/ Mognuce Dr. Fabio Ronniy L)
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Attachment / MpunoixeHKe

1: Additional information for CoA of Suprax® granules for oral
suspension 100 mg/s ml / OononHerue K cepTUKaTy aHanU3a Cynpakc®, rpanyabt ana

NPUroTOBNEHWA CYCNEH3WK ANA NPUMEHERNA BHYTRL 100 Mr/5 ma:
Batch number/ Cepua: 25100507

We hereby confirm that the following information is indicated corte

the Normative Documentation (ND) I N013023/02-010610, variations to ND #1-7./

Hacroaumm NoATEEPHAAEM,
cOOTBETCTBIN C HOpMaTHBHON foKyMmeHTaLuel (HA)

YTO HIKECTEAYIoWas MHGOpMaLg yKazaHa Npasi/ibHo W B
N NO13023/02-010610, ¢ u3meHeHus & HA,

ctly and in accordance with

N2 1-7.
Parameter / Specification/Cneundurauns Rasults/Peaynbrathl _}
NapameTp

PACKAGING/ Confarms,

YNAKDBKA 30,3 to 35.0 ¢ (equivalent to 1.2 8 30,3 to 35.0 g (equivalentto 1.2 8
cefixirne + 4% refill) granules for oral cafixime + 4% refill) granules for oral
suspension 100 mg/5 ml in dark glass suspension 100 mg/5 mlin dark glass
botties with plastic screw cap. hottles with plastic screw cap.

1 vial with Instructionsforuse and a 5 1 vial with instructions for use and a 5 ml
ml plastic dosing syringe in a cardboard | plastic dosing syringe in a cardboard
bax. / box./
OT 30,3 no 35,0 r (akeueaneqTHo 1,2 CoOTBETCTBYET.
r uedukcuma + 4% nepesarnasui) OT 30,3 go 35,0 r{axeusanenTHo 121
rpaHya AnA NpKroTosneHiA tadurcuma + 4% repezaknankn)
cycneHaun Ana nprema sHyTpo 100 | rpaHyn Ana npuroToenerKna
Mmr/S ma B0 hnaKkoHax TeMHOTO cycneHauu ana npuema sryTpe 100
cTekNa ¢ 3aBUHYNBAIDWEICA wMr/5 mA BO hNakoHaxX TEMHOrO CTeRNa
NAACTUROBGH KPBILKOW. ¢ 338UHMMBAIOLLENACA NARCTUKOBON
Mo 1 dnakory BmecTe C KPBILWKORA,
MHCTRYKLMER MO NPUMEHEHWID W C Mo 1 fnakoHy BMeCcTe ¢ WHETPYKLUMER
MNACTMIOBEIM AO3MPOBDYHEIM NG NPUMEHEHMID U C MIACTHKORRIM
wnpyuem obbemom 5 M 8 A03UPOBOYHEIM WINPALEM obsemom
KEPTOHHOW NaYHe, 5 MA B KapTOHHORA Maure.
LABELING/ s T Corresponds to following:
MAPKUPOBKA . dabal “;i'r?;“’:-“ﬁussfan On the bottle lobel In Russfan is

z;i-;“n,f"'; oty
of the drug (additionally
th a warning label# - |

in English)
t ricin-pro

- internaticna
(additlnn‘é{lf '
- dosage fot
- dosage;

g G b
. 1100 mg in everys-mi.of PREPARED
SUSPENSION";

&

il

Indicoted:

- trade name of the drug (additionally
in English) with a warning label®;

- International non-proprigtary name
{additionally In English);

- dosage form;

- closage;

- "100 mg in every 5 ml of PREPARED
SUSPENSION";

AGE DORFAR

Sode Afmnvaintraliv
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SEAR

- the name of the active substance
and its content in an amount
equivalent to cefixime in each & ml of
the prepared suspension:

- method of application: "For oral
administration";

- warning labels: "Contalns sucrose.”,
"Use as directed by a doctor.”, "KEEP
OUT OF THE REACH OF CHILDREN!",
"Before use, read the attached
instructions.”, "Preparation of the
suspension - in accordance with the
instructions  in the  attached
instructions. “, “Shake the prepared
suspension thoroughly before use.”;
- storage conditlons;

- vacation conditions;

- expiration date and storage
conditions  of  the prepared
suspension in the wording: “Use the
suspension within 14 days from the
date of preparation, subject to
storage conditions (from 15 to 25°C).
Do not freezel”;

- "Manufactured by:", the name and
country of the manufacturar;

- name and country of the marketing
authorization holder;

- logo of the owner of the registration
certlficate (a graphic image and the
inseription "CHEPLAPHARM" in two
lines in Latin letters);

- batch number;

- date of manufacture: "Date of
manufacture:";

- expiration date of the drug [“Best
bafore:");

- a special red arrow that marks the
level of filling the bottle with water
when preparing the suspension;

- factory packaging codes/variable
technical  information may be
applied. /

Ha  zmukemke  agkoHQ  Ha

CoOTBETCTBYET cnég;w.tm.l,amv e

- the name of the active substance and
its content in an amouni equivalent to
ceflyime in each 5 ml of the prepared
suspension:

- method of application: "For oral
administration";

- warning labels: "Contains sucrose.”,
"Use as directed by a doctor.”, "KEEP
OUT OF THE REACH OF CHILDREN!",
"Before use, read the attached
instructions.”, "Preparation of the
suspensian - in accordance with the
instructions  in the attached
instructions. ”, "Shake the prepared
suspension thoroughly before use.”;

- storage conditions;

- vacation conditions;

- explration date and  storage
cenditiens of the prepared suspension
in the wording: “Use the suspension
within 14 days from the date of
preparation, subject to  storage
conditions (from 15 to 25°C). Do not
freezel”;

- "Manufactured by:", the name and
country of the manufacturer;

- name and country of the marketing
autharization holder;

- logo of the owner of the registration
certificate (a graphic image and the
inseription "CHEPLAPHARM" in two
lines in Latin letters);

- batch number;

- date of manufacture: "Date of
manufacture:”;

- expiration date of the drug (“Best
before:");

- a special red arrow that marks the
level of filling the bottle with water
when preparing the suspension;

- factory packaging cad;aﬁyﬁuaciable
terhnlcal:nfolmatmnﬂ R j
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- TOproBoe  HaumeHosaHWE
npenapara (AONOAHWTEALHO H2
aHrAMRcKoMm AsbIKE) c
npeaynpeanTensHON
mapKuposKol®;

- MeN AyHapoaHoe
HenaTeHToBaHHOE
HaumeHosaHue (AonoAHWTEABHO
Ka AHFAWIACKOM AZEIKE);

- nexapcraeHHyo bopmy;

- AO3MPOBKY;

- 100 mr B Hamasx 5 ma
MPUrOTOBNEHHON
CYCMEH3UWy;

- HaumeHagaHue
aelicTeylolero BewecTsa W Bro
copepwaHue 8 3KBUBANEHTHOM
HebUKCUMY KONWHECTBE B KaNALIX
S M NPUrOTOBAEHHON CYCNEHIMN:
- criocof npumeHeHus: «4na
npuema BHYTPLY;

- npeaynpesuTessHee
Haanuou: «CoagpmuT caxapo3sy.»,

«[lpyuMeHATE  NO HazHaYeHWID
Bpava.n, «XPAHWUTE B
HEJOCTYMHOM  AS1A LETEW

MECTE!», «MNapen npUMeHEHnam
HeobxoaumMo npo4UTaTE
MPUACIKEHHYIO  WHETPYKLWIO.Y,
«[TpUraTOBAEHWE CYCNEHIWW - !
COOTBETCTEWN € YHAsaHWAMU B

- ychoBus m‘nycua, s SMikp

- CpaK o, Hug\nd }-1 \rcncamn

TeueHuwe 14 pHed ¢ TAOMEHTS
ApUraToBNEHWA NpH coBNIoaEHNH

NpUNCHEHHDN WHCTRYKLMANA. Y,
«Mepen, npuMeHeHWem roToBYIO
CYCreHsuio : ~Ti{aTe/EHO,
g3BonTaTh.»; o et T
- YCnOBWA Xpa !

Vi

XpaHeHWA npqumanewaﬁ
CyCreH3mH : pe*.qauuwm
«Wenonk208aThs Exggnﬂﬂmm 8

- Toprosoe HaymeHoBaHue
npenapata (4onoAHWTE/bHO  HA
aHrauiicHom fA3bike) c
npeaynpearTensHOH
MaprupoaKoi®;

4 MmeRayHapoaHoe

HERATEHTOBAHHOR HaliMeHOoBaHKE
(nononHuTeNBHO Ha AHrAMACKOM
A3kIKE);

- nerapcreeHHan Gopma;

- AO3MPOBRE;

- «100 Mr B Kamgbix 5 mn
MPUrOTOBEHHOW CYCMEH3UWY;
- HaumeHoBaHWE
AECTRYIOUWErO BELIECTBAE W ero
copepManie & IKBMBANEHTHOM
LEeUKCHMY RONUHECTEE B KanAbIX
5 M/ MPMrOTOB/IEHHOM CyCrneH3ni:
- cnocob npumeHenus: «[aa
NpUemMa BHYTREY]

- npeAynpeanTeNbHEe
Hagnucu: «CONEPsKNT Caxaposy.,
«MpUMeHATE MO Ha3HAYEHWIo
ppaya.», «XPAHWTE B
HEQOCTYNHOM  ANA  [ETEN
MECTEl», «MNepen nNpUMeHEHUEM
Heobxoarmo ApounTaTh
NEUADKEHHYIO MHETPYRLUMIO. Y,
«MpuroToBAEHWE cycnersun - B
COOTBETCTBAM € YKa3aHWAMM B
npuAoKeHHoR WHCTRYKLUMK. Y,
«llepen npuWMeHeHWeM TOTOBYIO
CYCMEH3NIO TUWATENBHD
5360NTATL.Y;

= YCNOBUA XPAHEHWA;
\m YCAOBMA OTNYCKE;
. & cpoX TOAHOCTM W YCNOBWA

XpaHeHNR APUrOTOBAEHHOH
CYCNEHIUM 8 peparLmu:
TaWecnonsaoBaTe  CycneHsuWo 8

Teuedue 14 OHel ¢ MOMEHTa
fpuroToBNEHWA NP coBnoaeHuI
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ADE DOBELR

vonoBmin  spaderua (ot 15 go yenoBkit xpadesua (ot 15 o 25°C).

25°C), He zamopamueats!s; He samopammeaTs!n;

- «[TpouspegeHo:, HassaHue - «lpouzsefeHa:y, Ha3BaHKe W
1 CTREHY NMPOMIBOANTENA; CTpaMy NpouascanTans,

- HasBakue u cTpamy - HazgaHue M cTpaHa
BNAfEMbLE  DErUCTPALMOHHOM Blagensla PErUCTRAUMOHHOIG
YOOCTOBEPEHUR, YAOCTOBEREHWA;

= fIOTOTHAN gnagenbla . noroTIn BAAAENLLA
pErMCTRAUMOHHOro PErMcTRALMOHHOID Y40CTOREPEHWA
YAOCTOBEPEHWS {rpaduyeckoe {rpadmyeckoe  m3chpamente

nsobpameHne W HAANCE Hagnuce «CHEPLAPHARM» B gpe
«CHEPLAPHARM» 8 gBe cTpoxu cTpokn  Byksam#  naTMHCKOrD

GykBamu NaTHHCKOro andasura); andaemral;

- Ne cepum; - Ne cepun;

- AAaTy varoToeAeHwa: «Jata - AaTta w3roToensHuA: «laTa
W3T.n,; War.n,

- CROK roAHOCTW (perapara - CPOK  FOAHOCTHM npenapaTa
[«TopeH oo»); (¢Toaen go:n);

- cneunansHyIo CTREMIY - CMELWaAbHER CTRENKA
KPACHOTO LEaTa, HOTOPEA KPAcHOro LEeTa, KoTopasn oTMedasT
OTMEUAET YPOBEHL 3ISN0AHEHWA YPOBEHE  3ENCAHEHWA  draroHa
thnakoHa BOAOK ripw BoA0H npw MpHroToBAZHKN
MPWIOTORABHWUMK CYCNEH3NK; CYCNEHIUK,

- MoryT  ObiTe  HAMECeHb - HaHECEHE! 33BOACKME KOAb
3ABOACKKHE Rail"T} yraKosK/nepemeHHan
ynakoBKM/nepemerHan TEXHNYECKAA MHDOPMaLMA.

TEXHUHECKAS MHBORMaLIM.

On g cardbo ck in Russi

indicate:

- trade name of the drug (additionally In | On a cardboard pack in Russion is

English) with 2 warning label®; indicated:

- International non-proprietary name - trade name of the drug (additionally in
(mdditienally in English); English) with 2 warning label®;

- dosage form, -international non-proprietary name

- dosage; (additionally in English);

- "100 mg in every 5 ml of PREPARED - dosage form;

SUSPENSION"; - dosage; i

- the name of the active substance and | - "100 mg in every 5 ml of PRERARED " ]*
its content in an amount equivalent to SUSPENSION"; £ T GKD Ty
cefixime in each 5 ml of the praparad - the name of the activg substandeand its
suspension; - method for preparing the | content in an amount éqoivalentto - /7
suspension; - warning labels: "Before cefixime in each 5 ml of the \prepared %
use, read the attached instructions.”, suspensian; - methed f&g’f"p?eﬁaj’:]ng T.HE"\‘ i

Lip g
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"WEEP QUT OF REACH OF CHILDREN!",

"Contains sucrose.”, "Use as directed by

a doctor."

- method of application: "For oral

administration.”;

- explration date and storage conditions

of the prepared suspension in the

wording: “Use the suspension within 14

days from the date of preparation,

sublect to storage conditions {from 15

to 25°C). Do not freeze!”;

- storage conditians;

- vacation conditions;

- registration certificate number;

- harcode;

- batch number;

- expiration date ("Best before:");

_wpanufactured by:", the name and

country of the manufacturer;

- nama and country af the marketing

authorization hoider;

- logo of the owner of the registration

certificate {a graphic image and the

inscription "CHEPLAPHARM" in two

lines in Latin letters).

- factory packaging codes/variable

technical information may be applied.

The location of factory codes and serial

data on commercial packaging may

vary.

Additionally, information is applied to

moniter the movement of the medicinal

product from the manufacturer to the

end user. /
Ha kapmorHoll na4ike Ha pYcckom
A3bIKE YKO3bIBaIOm!
- Topropoe  HaUMeHoBaHWE
npenapata (AONONHWTENBHE H3
akranickom a3biKe) o
npeAynpeanTensHON e
MapKUPOBKOR®; '
- MeKAyHapoaHoes
HenaTedTOBaHHOE |
HaumerosaHue ‘,ﬂ,ﬂlfl‘ﬂ;lﬁ_-lk"lﬁ&m;g‘d
Ha aHEAMCKOM ABbIKEY; - .

- Toprosoe HAUMEHOBZHUE

.|, npenapata (pononHuTensHO M3

‘ Eﬁr;lmﬁc:{nr\n A3LIKE) c
74 mpelynpeauTensHol

| HenaTenTOBaNHOR HaUMEHOBAHNE J

suspension; - warning labels: "Before use,
read the attached instructions.”, "KEEP

QUT OF REACH OF CHILDREN!", "Contains

sucrose.”, "Use as directed by a doctor."
. method of application: "For oral
adminlstratlon.”;

- expiration date and storage conditions
of the preparad suspension in the

wording: “Use the suspension within 14
days from the date of preparation,
subject to storage conditions {from 15to
25°C). Do nat freezel”;

- storage conditions;

- yacation conditions;

- registration certificate number;

- barcode;

- batch nurmber;

- expiration date ("Best before:");

_“Manufactured by:", the name and
country of the manufacturer;

- name and country of the marketing
authorization holder;

- logo of the owner of the registration
certificate (a graphic image and the
inscription "EHEPLAPHARM" in two lines

in Latin letters).

- factory packaging codes/variable

technical information.

Additionally, information is applied to
monitor the movement of the medicinal
product from the manufacturer to the
end user. /

Ho xkopmoHHoll maqke He pyccKom

A3bIKE VKEA3AHO:

 mapKrpoBKoir®;
Ky ¥, ¥
feg ‘MemayHapoijHoe
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- A03NPOBKY;

B «100 mr B Kampobix 5 mn
MPUTOTOBNEHHOM
CYCMEH3MUNY;

- HaWMMEHOB3HKE
OSVCTBYIOWErD BEILECTEA W erp
COodgeKarHne B 3KBEWBaNEHTHDM

uedurcHmy KoNUYecTee B
Kawanx 5 MA NpUroToRNeHHoN
CYCMEeH3uH;
- criocob MPUroOTOBRASHKA
CYCRaHsMM;

- npedynpeanTenbHsle
Haanue: «Nepes npUMEHeHem

Heobxoaumo nMpoYMTaTL
APUNOKEHHYD  WHETPYKLMIO.S,
«XPAHWTE B HEOOCTYTIHOM
ana OETEA MECTE!»,
«COOBpKNT caxaposy.n,
MpUMEHATE M0 HasHayeHWio
spaqa.y;

s cnocof npumededua: «Jna
ApYUEMS BHYTDE. »;

- CROK TOAHOCTH W YCADBYA
XPaHeHuA NpUroToBNEHHOR
CYCreHsnmn B peAaKUMM;
allcnone3oeate CYCNeH3nIo B
TedeHne 14 aHell ¢ momewTa
NPWIOTORABHWA NPY cobAnAaH1K
ycnoenil xpadenus (ot 15 Ao
25°C). He samopamusars!n;

- YCNOBUA XpaHeHus;

- YCAORBKA OTRYCKE;

- HOMEP  PerdcTpalmMorHoro
YAOCTOBEPEHMA;

- WTPKX-KOA,

- Ne cepiu;

- CPOK  TOA4HOCTM
AD:»);

- «TpOW3BeAeHO:», HARBAHME
W CTRaHY NPOWIBOANTENR;

(«TopeH

(AONOAHUTEABHO Ha aHIMIACKOM
A3bIke);

- NEKapcTaeHHan gopma;

- AOD3WPDENE;

- «l00 mr B wamgwx S5 mn
NPUIOTOBNEHHOM CYCNEH3NMWY;
- HarMmeHoRaHKue
OSACTBYIOWErO BeLISCTBE W ero
COOBDKEHME & 3KBUBANEHTHOM
UEDUKCHMY KOAMYBCTEE B HAMABIN
5 ma npuroToeAeHHOM CyCneHsny;

- cnocob NpUroTOBAEHMA
cyEneHsng;
- rpeaynpeavTenkHbE

Hagnuewu: «lepes npUMaHeHrem
HeaBxogaumo NPoYUTaTh
MPUADIKEHHYIO WHETPYKUMI, D,
«XPAHUTE B HEAOCTYMHOM ANA
LETEW  MECTEls,  «Copepwut
Caxaposy.», «[TPUMEHATE no
HazHAUEHMIO BRBHA.N;

& cnocob npuMeHeHuA:
NpHemMa BHYTPL. ¥,

wling

- CROK roAHOCTIM WM YCAOBMA
KpaHaHua NPUrOTORNEHHOK
CYCMEHINM B penaKLMu:

«cnonkiorate  CycneHsWio @
Teyedue 14 gHelt © MOMEHT:2
APUIroTORAEHWA Npw cobalcaeHuk
ycnoeuil xparerus (ot 15 ap 25°C),
He samopamueaTs!n;

- YCNOBUA XpaHeHua;

= YCNOBWA OTNYCKa;

- HOMED  PErMCTPaUMoHHOro
YOOCTOBEPEHWA;
- LITPUX-KOA;

h s 3  cpaMa
perwﬂ‘rpa Lt,MQHHO ro

ADSE DEIFAR 8§07
Seddo Atmunrnsirative: Codra pecinnmle Calleany « Vigle Cofleom 25, Patdzzo Pogaso Ingrasso 4
[EHAA BERHTHEOTET - Cage Sow, CTHAH0 000 « REA

BLIVA - COHLETEDG.

Huete Logats Vaple duideiin. 4715 - 2087

Tarlsbanie (in

firddixe

Fied 430 DZGGAG. 1 - Fax 0002 0060366
AU Ajpeate Bridae (e
Fag imp, oft Miimo - Bonna Dz g - foely




3 raszgaHue 4 cTRany ” noraTyn ghajgensia
BnagenbLa PErncTpauloHHOro PErMCTRALMOHHOMD

VAOCTOBEPEHHA; YAOCTOBEPEHA (rpadwmusckoe
- NOTOTHN BRasensua Wanbpanerue [ Haznucs
PEerucTpaLkoHHero «CHEPLAPHARM» 8 aBe cTpoku
YAOCTOREREHUWA {rpadmyeckoe BykBamy NaTHMHCKOro andaewTa).
r3aobpamerHne u HAAMMCE - HEHeCeHbl 33BOACKME  KOA4bI
«CHEPLAPHARM» B Abe cTpoln ynakoeiu/napemeHHan

BYKEAMM NATHUHCHOTO aAGEENTE). TeXHuMecKan uHdopmaLma.

- pMoryT  BeiTe HadeceHbl | JonoadlTensHo HaHeceHa
3AROACKKE Kogkl | mHbopMaLmus 448 MOHUTORWHTE
yAaKoBKK/NepemeHHan ABMMKEHWA NEKADCTEERHOID
TexHu4ecKan MHGopMaLma. npenapaTa of NPoW2B0AMTENA 40

Pacnonomere 3aBo0CKMX KOQOE | KoHeuHaro notpabuTena.
H HGCEDMI';'IHE!K AdHHBIX Ha
HDMMEpHEQHDﬁ YNAKOBKE MOMET
HIMEHATRCA.
,CLC!HDIIHHTEJ‘IbHU HaHoCHMTCH
WHHOPMELUMA QAR MOHUTOPKMHIE
ABMIEHNA NEKARCTBEHHOID
NpenapaTta oT NPaW3E0LWTENA A0
roHevHoro notpeburens.

SHELF-LIFE/ 3 years/3 ropa. Confarms./ CootpercTayeTt.

CPOK 3 years/roga.

rogHocTy Manutactured/Npovasegero:
04.02,2025

Valid till/Toger po:
lanuary, 2028 / Axsaps, 2028

STORAGE At temperatures from 15°C to 25°C/ Confarms./ CooTeeTCTRYET.
CONDITIONS/ | Mpu temneparype o7 15°C oo 25"C. | At temperaturas from 15°C to 25°C /
YC/10BKA Mpn Temnepatype o7 15°C ao 25°C.
XPAHEHWA o
A KOMWs BEPYA
\h )/ li Ha, =

nognuMcs
lified Perlsnn/YnonHomHEHHoeﬂwt.\c : ,q, e

Da /Pata25.03.2025 (s pyonfar S.p. A BLANTAD -

Signature/ noArvcs  Vis Lasreatins Km. 24,730 - 00071 Pemeria LRM'
Dr. Fabio Remile,, o0
Qualified Ferson 1 . —

ko
SUUE QUL TG

ACE DQRFAR S0.A, - Node Ly i Vealn seelerin, 4702 0 20067 Tein e (i) \JrH ST
rale Branza (VMR)

Sede Ampmunisiraiva Centeo Birckionats Collieat - Vidde Coailaaon 235, Paiozia Poifas
PLIVA - CGNFISG. - COINA @aMaTRAGIT © Cap S0, TP GApadd L Ee, a1 “\.F (







