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ARG DOBEAR CERTIEICATE of ANALYSIS / CEPTUDUKAT AHANKU3A

Product / NpoaywT: Suprax®, granules for oral suspension 100 mg/s ml/
Cynpakc®, rpasynii ANA NPUrOTOBNEHUA CYCNeH3NU AN npYMMEHEHWA BHYTDD 100 mr/5 mn

APl Manufacturer/ Mpou3soguTens A®C: Orchid Pharma Limited/Opxvp, dapma JlnmiaTel
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxng, Kemukanc an/, PapmMackiOTHRANC
na)

API batch number/ Homep cepuu APC: 24102581, 24103312

Bulk Manufacturer/ Mpounascautent roToBol nek.gopmut: ACS Dobfar $.P.A/30Cn3c Jobdap
C.N.A

Primary Packager/ MepsuyHbIi ynakoswink: ACS Dobfar S.P.A/31Cu3c Ao6dap C.NLA
secondary Packager/ BTopuuHelA ynakasuimk: ACS Dobfar 5.0.A/3HCu3c fobdap C.M.A

praduct/Npoaysr Ne: F10000100168

Batch/Cepwn Ne: 25100489 Manufacturing date/ fata 04.02.2025
fpOW3BOACTER:

Date of Issue/ fata  25.03.2025 Specification/Creundukaupns  PCQ 01.03.51/

sbinyeka: N 01.05.05

The following information is indicated in accordance to the Normative Documentation
(NDY T ND13023/02-010610, variations to ND # 1-7. :

Cheayiolan vihopmaund yrasaxa o cOOTEETETEMM € HopMmaTuBHOH AoRyMEHTaLME (HA)
[ N013023/02-010610 ¢ usHeHkaMU K HAO Na 1-7.

Indicators, SpeciﬂcationlCneumbwuaa.mg_,‘w_‘ Results/PesynsTaThl
methods/MoxasaTeny, AT
METOAb! ‘)
1 2 W 3
Description, b oI, Cdnfo rlms 4 .
organoleptic/ off-white to creanit&a}grgﬂ Lasmall granules of off-white color.
OnucaHue, small granules, Upog| Wing,, | rg.pgnt.ﬁja‘r&i,hg - almost white color
opraHonenTUHeckub an almost white to crégm suspension with a sweet strawherry

suspension with a sweet 477 | flaverls formed./
strawberry flavor is formed./

CooTRETETBYET.
OT rioyTtv Benoro 40 Menkwe rpaHynsl nout Genoro
KpeMOBOrD UBeTa Meakne ugeta, Mocne cmelinsatng
rpaKybl. Mocne cmelinBanna 06paA3YETCA CYCTIEHIUA NOHTH Benoro
oBpasyerca CycneHsmna ot LgeTa co CAaAKMM 2pOMaTom

| mouTk Gencro A0 KpemoBoTo KAYDHUKA,
ligeTa CO CABAKMM 3POMaTOM

KAyBHIKA,
|
ACS DOBFAR 5.p.A. - Seds Legale: Wiale Adﬂt-lia, 412 - 2006 Tribfane (M) - Tol. +30.02.80683. 1 - Fax F30.02.0064500 /?
Soede Apuninistratival Canlre Direziomale Gilleon) - Viale Callean) 21, Palazzo Ppgasno (ngresso 3 - 20844 Agrate Briaza (KI5

FIUA - GODFISE. - PCIAA QEEATEE0EY - Ciph St F18,650, 000,00 - BiEA. F041439 = 8o, . i Mitanie - Mopza Braarza - Ladd
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CERTIFICATE of ANALYSIS / CEPTUGRWUKAT AHAMTMZA -

Praduct / Mpoaykr: Suprax®, granules for oral suspension 100 mg/5 mi /
Cynpakc®, rpanyabl ANA NPUTOTOBNEHUA CYCHIEHSMA 1A NPUMEHEHNA BHYTPS 100 Mr/S MA

APl Manufacturer/ Mpouseoaurens A®C: Crehid Pharma Limited/Opxig hapma Numures
{previously/panee - Orchid Chemicals and Pharmaceuticals Lid [Opxmna Kemurkanc sHa BapMacsioTrranc

Ara)

AP| batch number/ Homep cepun ADC: 24102581, 24103312

Bulk Manufacturer/ Mponasogutens roTosoi nek.dopmbl: ACS Dobfar S.P.A/31Cu3c Hobdap

C.N.A

Primary Packager/ Nepewuneifi ynakoswmx: ACS Dobfar 5.P.A/3#Cu3c Oobdap C.NA
Secondary Packager/ BTopuurbsii ynakoswpk: ACS Dobfar S.P.A/3iCKH3e Lobdap C.N.A

Product/Mpomyur Ne:
Batch/Cepus No:

Date of Issue/ flaTa
BhIFYCKa:

F10000100168

25100439

Manufacturing date/ [lata

04.02.2025

NMpoW3BOACTER:

25,03,2025
Mo

Specification/Crieundgrraumsn

PCO 01,0351/
01.05.05

The following information is Indicated in accordance to the Normative Documentation
{ND) N NO13023/02-010610, variations to ND #1-7.
Cnegylollas WHGopMaLKA yiasaHa B cooTseTcrauy ¢ HopmaTtuaHoh fokymerTalmed (HA)
M NO13023/02-D10610 ¢ WaHeHusMM Kk HA Ne 1-7,

ldentity, HPLC /
Mognurinocts, B3XKX

The retentlon time of the
main peak in the
chromatogram of the test
solution shauld correspond to
the retention time of the
peak of cefixime in the
chromatogram of the
standard solution when
quantified,

Bpema yaemuBaHKa
OCHOBHOID MMKa Ha
XpomaTtorpamme
MCMLITYEMOTO pacTeopa

Conforms.
The retention time of the main peak
in the chromategram of the test

solution corresponds to the retention

time of the peak of cefixime in the
chromatogram of the standard
solution when guantified./

CoaTeercrayeT, MMRE s Ry
Bpema y,qepmmaezc( EHOBHOIG NiAKa
Ha KPOMATOrpamMme f’;:inuﬁféﬁnqmj

=] f i
pacTeopa cooTBéquQVq?,a’pﬁmeHm
VAERMUBAHUA N k'@ﬁaﬂgymﬁﬂma WE
XpOMaTorpamMme Crasaat ‘

PAcTeopa NpK Konud EIEEHHGM B .=: 2

AC/MKHD COOTBETCTRRRATE onpeaeieHnm. e A o
BREMBHK YAEPHNBIHWA MUK
ueduKCcMmMa Ha
Xpomarorpamme:
z
ACE DOBFAR S.pA. - Bede Legale: Viale Adddetia, 4717 - 20067 Tribiano () -« Fal +ARGLRGRE T - Fag 30029061585

Sede Anwniniatrativa; Gentre Direziopale Colleom - Viale Coflonni 25, Palazzo Pogaso fngresso 1 . 20064 Agrate Azianza (68)
FUVA < COBLFISG, - CCLAN QaBdTBER] 81 - Cap.Son, G10.550,000,00 - BEA, 1041437 - Rag. Imp. ol Mitano - Morrzg Bianza - Lodi
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ACS DOBFAR

product / MpoayxkT: Suprax®, g
CynpaKkc®, rpadyasl AnA MPUroTOBNEHURA CYCNEHaUK ANA npumexe

CERTIFICATE of ANALYSIS / CEPTUOUKAT AHA/INZA

ranules for oral suspension 100 mg/5 ml/
Hus sdyTps 100 mr/5 ma

APl Manufacturer/ NpowasoauTens ADC: Orchid Pharma Limited/Opxna ®apma JumuTes,

{previously/pauee - Orchid Chemicals and Pharmaceuticals Ltd /O

nra)

AP! batch number/ Homep cepun ADC: 24102581, 24103312

C.NA

Primary Packager/ MNepBuUHbIR YNaKoBLILMK:
Sacondary Packager/ BTOpUUHbIN YNAKOBLLMK:

Manufacturing date/ [arta

ACS Dobfar S.P.A/31CK3c Jobdap C.N.A
ACS Dobfar 5.P.A/311Cu3c Jobdap C.M.A

04.02.2025

Product/Mpoaykt Ne:  F10000100168
Batch/Cepma Ne: 25100489

npoUIBOACTBA;
Date of lssue/ flata 25.03.2025

BRINYCKE:

he

Specification/Creunduranua

01.05.05

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

Cneayiowas uHGopMaLIMA yiKasaHa B CODTBETCTEM

[ N013023/02-010610 ¢ wzHermamy k HI Ne 17,

1 ¢ HopmaTiBHOH pokymenTtaupnei (HA)

pxiAg, KeMUKanc aHg, thapmaceioTURaNC

Bulk Manufacturet/ MpoussoAMTeNs FOTOROKA AeK.GOPMbI: ACS Dobfar .B.A/3HCu3c Lobdap

PCC01.03.51/

£TaHARPTHOrO PAcTEOPA NPU
KOMIMYECTEEHHOM
onpeneneHuy.

The average weight of
the contents of the
vial /

CpepHan macca
COASPIKUMOTO
dnakoHa

\r 7 A bR
31 f= =N

o =

Conforms / CooTBETCTBYET.

319g/319r

The volume of the
finished suspension /
0OBbem roToRoN
CYCeH3Inm

Notlés

Sthan6oml/ /=
BOki S

Conforms / CooTBETCTBYET.
60 ml / 60 mn

pH, Ph. RF XI,
potentiometrically /
pH, I X1,

| NOTEHLMOMETPUHECKH

25t04.5
After 14 days of storage ata
temperature of 15-25° C, it

Conforms / CooTBETCTBYET.
36/3,6

should have the same rate/

AES DOBEAR S.p.A, - Sk Legale: Vialo Addatta, 401 7 - 20067 Tridana (1) - Tl PI0.07.60892.7 « Fax v30.04HIL4556
Zodo Ammibnistrativar Genlin Riceciomals Calleini - Viale Golleoni 26, Palazio

PIVA - CODFISE. - CEIAA 05847860181 - Goap Sax, €19.650.000,00 - REA. T

Pegaso fngresso 3 - 20464 Agrate Briviza (M8)
41421 - Rogy, g ol Midano - Monza Brianza - Lodi
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AEE DODEEAR CERTIFICATE of ANALYSIS / CEPTUGUMKAT AHANN3A

Product / NpopaykT: Suprax®, granules for aral suspension 100 mg/5 ml /
Cynpaxc®, rpany/ist ANs NPUroTOBAEHWA CYCNEH3uKM ANA NPUMEHEHa BHyThb 100 Mr/S mn

APl Manufacturer/ Npownssogurens ADC: Orchid Pharma Limited/Opxug ®apma umuTes
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxuz Kemuranc aug PapmacsioTukanc

Na)
API batch number/ Homep cepumn ADC: 24102581, 24103312

Bulk Manufacturer/ MponzsoauTent rotoeoi nex.gopmsi: ACS Dobfar §,P.A/311Cu3c Nobdap
C.ILA

Primary Packager/ Mepauynbli ynakoswmy: ACS Dobfar 5.P.A/31iCk3¢c AoGdap C.I.A
Secondary Packager/ BropudHblii ynakoswuk: ACS Dobfar S.P.A/3HCu3¢ Jo6dap C.ILA

Product/Mpoaykt Na:  FLODCO100168

Batch/Cepun Ne: 25100489 Manufacturing date/ flara 04.02.2025
npowsgoacTea;

Date of Issue/ data 25.03.2025 Specification/Cneuwnduraupwn  PCQ 01.03.51/

BhINYCKa: MNe 01.05.05

The fallowing information is indicated in accordance ta the Normative Documentation
{ND) NOBDZS/DZ-UIDEJ,D, variations to ND # 1-7.

Creayioulan MHGOPMALIMA YKa3aHa B COOTBETCTBUY ¢ HopmaTueHoit AokymenTaupmeit (HA)
M'NO13023/02-010610 ¢ uzHenuami K HL Ne 1-7,

aOr25p045
Noche 14 aHel xpaHeHua npy
Temnepatype 15-25°C
LO/MHKHO MMETH TY e Hopmy.
Density, 1.14-1.26 g/ml/ Conforms [ Coataercrayer.
Ph. RF XI / 1,14 —1,26 r/mn 1.18 g/ml/ 1,18 r/mn
MaoTHoCTs,
T Xl
Viscosity, 100 - 900 cps /100 - 900 cns Conforms / CooTeeTcTeyeT.
Brookfleld viscometer 252 ¢cps/ 252 cns
[ Bsisxoctb,
BHUCKOZMMETD
Epyiduneaa
Water, Not more than 2.0% / Conforms / -Cqé: a ETEI'.‘\?E__T.;'.,. E “\ o %
Ph. RF X1, K. He Gonee 2,0% 0.5%/0,5% | f vl 13249
Fisher method / BoR\, , 5
Boaa, %

4 Py
AGE DORFAR &S p A, - Sede Legaln: Vinle Adoetta, 442 « 20067 Tribiann (MI)- Tol, +30,02,80602.1 - Fax +18.62.9004565 '"

Sede Ammaistrativa; Centro Divezionate Colinpnn - Viale Colloani 25, Palpzza Pogase Ingreazo 3 - 20064 Agrate Srianzi (WB)
FUVA < CORFISE. - CCIAA US047 560151 = Cap Soe, CHLAGD.000.00 - BEA D443 - Reg. [inp. of Milano - Mouza 8raeza - Lol



RES i)ﬂﬁﬁzﬂuﬂiﬁ. CERTIFICATE of ANALYSIS / CEFTUGUKAT AHAJIV3A

product / MpogyKr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpakc®, rpaHyabl AR NPUFOTOBNEHUA CyCNeH3nn L7 NPUMEHEHWA BHYTPL 100 mr/5 mn

AP Manufacturer/ poussogutens ADC: Orchid Pharma Limited/Opxwa @apma fimuTen
(previously/pavee - Orchid Chemleals and Pharmaceuticals Ltd [Opxug Kemukanc aHz PapmackioTURaNC
Nra)

APl batch number/ Homep cepun ADC: 24102581, 24103312

Bulk Manufacturer/ MpouasoanTens rotosoi nex.bopmbl: ACS Dobfar S.P.A/31CU3c floBdap
C.M.A

Primary Packager/ MeperuHbli YaKOBLMK: ACS Dobfar 5.P.A/3iCu3c Jobdap C.N.A
secondary Packager/ BTopuyHbIN yTakaBLAk: ACS Dobfar 5.P.A/30Cu3c fobdap C.MLA

Product/Mpogynr Na: F10000100168

Batch/Cepwa Nz 25100489 Manufacturing date/ flara 04,02,2025
NPOU3BOACTRA;

Date of Issug/ flata  25.03.2025 Specification/Crieunduraupa  PCQ 01.03.51/

BhiNycHa: Ne 01.05.05

The following Information is indicated in accordance to the Normative Documentation
(NB) N013023/02-010610, variations to ND # 1-7,

Cheayiolian nHbOPMALUA YKAIEHE B cooTEETCTRMM ¢ HOpMAaTHBROHR AoKyMeHTALMelN (HA)
N N013023/02-010610.¢ UaneHnamY K HA Ne 1-7.

s X1, meTon K.
| Guwepa
Suspension formation | Not more than 1 - 2 minutes / | Conforms / CooTaetcTayer.
time (suspendability), | He Gonee 1 =2 muH 1min/ 1 muH
Ph. RF XI /
Bpema oBpasoRaHWA
cycneHsnm
(cyenesanpyemocTs), ‘ CRr ‘
o X S Mepy, " NFEA
Resuspendability, The suspensien shodld not’ \ ~Conforms / CooTaeTcTayeT.
Ph. RF XI / delaminate within 5/miniites | - |
PacycnieHavpyemocTs, | / W &
ré Xl CycreHsus Heo/mitHa 47
paccaaysaTscA Bradene 15 8
e
Microblological purity, | Category 3A./ Kateropus 3A. | Conforms / CooTBeTCTRYET.
Ph. RF X1/
MukpoBuonoruueckasn
yucrara, M X,

ACH DOBFAR S.p A, - Sede Legala: Vigla Adderts, 4712 - 20087 Tribiang (Ml + Fel. ¥39.024.00603.7 - Pax #3002 1G4 566 )
Sadp Apeninistrativa; Gentro Direzionale Colleni - Viale Colloonl 28, Palozro Fegato Ingresse d - 20854 Afrate Bripnzo (ME]
VA & CORFISC, - CLIAA DERATHEOTS T« Cap. Soc. E10.632.000,00 fLEA, 1041437 - Rog. tmp dl Mitane - Monza Ariapea - Lot Y
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A&CE DOBFAR CERTIFICATE of ANALYSIS / CEPTUOUKAT AHATM3A

Product / Npogyxt: Suprax®, granules for oral suspension 100 mg/5ml/
Cynpakc®, rpaHyabl AAA NPUrOTOBAGHWA CYCNBHIUN ANA NPUMEHEHUS BHYTPB 100 Mr/5 ma

API Manufacturer/ Npouseogytens ADC: Orchid Pharma Limited/Opxug Papma Numires
(previcusly/paree - Orchid Chemicals and Pharmaceuticals Ltd /Opxia Kemukanc sHg SapmackioTiranc
nra)

APl batch number/ Homep cepuu ADC: 24102581, 24103312

Bulk Manufacturer/ MNpoussogutens roToeoi nek.dopmsl: ACS Dobfar S.P.A/ZRCHIc Nobdap
C.MNA

Primary Packager/ MepeuqHbli ynaxkoswmk: ACS Dobfar 5.P.A/3#Cu3c fobdap C.N.A
Secondary Packager/ Bropuunbiit ymakoewmy: ACS Dobfar S.P.A/3HCu3c obdap C.NA

Product/TipoaysT Ne:  F100C0100168

Batch/Cepun No: 25100489 Manufacturing date/ lava 04.02,2025
MpOU3BDACTRA:

Date of Issue/ fara 25.03.2025 Specification/Creunduriaunn  PCQ0L.03.51/

gklnycha: Mo 01.05.05

The following infofmation is indlcated in accordance to the Normative Documentation
(ND) N ND13023/02-010610, variations to ND # 1-7.

Cheaywolian uHGOPMAaLWA yKasaHa B cooTEETCTEMY ¢ HopmaTHBHOM AokymenTaluel (HA)
M NO13023/02-010610 ¢ uaHeHusmu K HO Ne 1-7,

Assay, HPLC / 80 - 120% of labeled amount | Conforms / CooTeercrayer.
KonuuecreeHnoe of cefixime / 50 - 120% oT 107%

onpepensxue, YRasaHHOrO Ha aTUKETKE

BIMX KoNWYecTsa UedrKrcuma

KONus BE|
Q(:_.jf \1_,-».:-?( E—_-_f‘(h ,';)I __,_.-/ - " NG ‘,’ ‘.,ll‘ \"-‘.‘l:-"\ﬂl":‘I_}’Jf:"}““'i'f “:”J-H,!'“ .
. . B, \ " i 3 N JEA L
Qu\jllﬂed Persu\u/‘.»’nommmauemwe anuo S ennEang\E B Y GPrAIA3ALAY onyoma -
\ : [ e e e e UHTUBOW TOProRm
Date/Hara 25.08.2025 ACS Dobfar S.p.A, PLANT 100, ) TER PO TBE SN Lo ) L
¥ia Lavrenting Km, 24,730 - 00071 Pomezia (RM) Y "y
Signature/ Nognucs Dr. Fabio Romito WA 0064 2
Qualified Person ~Rar s s

ACS DOBFAR 8.0.A. - Sade Légale: Vialo Adautla, 412 « 20067 Tribinno (M) - Tel. 30§ 806931 Maa.amnsa_g‘aa =
Bade Amministrativa; Contro Dirczionale Colleanl - Vialn Gelleani 25, Pulazeo Pogano ingrosge I - 20050 Agrite 8vianzn (B8)
PAIVA - CORFISE, « GCIAA QBNATREQTET - Cap, Sev. C1LEF0.000,00 - R.EA. 10351 « Reg. mp. o Miteno - Moage Beigora - Lodi
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Attachment / Opunomerne L Additional informati
suspension 100 mg/5 ml / Oononne
NPUroToBNE
gatch number/ Cepua: 2510048%

\We hereby confirm that the following
the Normative Documentation (ND) I N
HacToALAM NOATBERIABEM, HTO puecneayoWan v
COOTBETCTBUAN € HopmaTuBHOM AoKyMEHTaLMER (HA)

Ne 1-7.

ohna

infarmationisi

HWe K cepTvduraTy aHanuia
WA cycneHsun ann npUMeHEHUA BHYTPDb 100 mr/5 mm:

013023/02-010610, variations to
Hpopmauua yrazaHa ApaBriEHO U B
f N013023/02-010610, € nameHeHua w HA

on for CoA of Suprax® granules for oral
CynpaKc®, rpaHynbl ans

ndicated correctly and in accordance with

ND #1-7./

parameter / Specificatlnn/Cneumdmuaumn

Mapametp

Results/PasynbTathl

e

PACKAGING/
YMAKOBKA

30.3 to 35.0 g (aquivalent to 128
cefixime + 4% refill) gra nules for oral
suspenslon 100 mg/3 mlin dark glass
hotties with plastic screw cap.

1 vial with instructions foruseandab
mi plastic dosing syringe in a cardbeard
box. /

r uedurcuma + A% nepesarknaarn)
rpaHyn BAA NPUreTOENEHMA
cycnersuk ANA npuema BHYTRb 100
Mr/S MA BO (aKOHaX TeMHOTO
cTewnac 3auHIMBaKOLLENCA
MAACTUKOBOW KpBILKOT.

No 1 gnakoHy BmecTe €
AHCTPYKUMEN NQ NPUMEBHEHRNIO ne
HAACTUKOBLIM A03MPOBCHHEIM
whnpuuem obLemom 5 ME
KapToHHOW nadke.

O7 30,3 Ao 35,0 r (3KBUBANEHTHO 1,2

Canforms.

30.3t0 35.0E (equivalent to 1.28
cefixime + 4% refill) granules for oral
suspension 100 rg/5 mi in dark glass
hattles with plastic screw cap.

1 yial with instructions for use and a5 ml
plastic dosing syringe in a cardboa rtl
box./

CooTBETCTEYET.

07303803507 (aKBMBRNEHTHO 1,2r1
yedurcyma + 4% nepesaxianku)
rpanyn 4ns ApUIOTOBNEHWA
cycneHauy and nprema aHyTRE 100
ar/5 M BO (IKOHAX TEMHOMD cTekna
c 3aBUHUNBAIOLENCS NAacTMKOBOI
KPBILLIKOHA.

Mo 1 dnaxoHy BMmecTe ¢ MHETRYRUWER
10 IPUMEHEHWIO U € NIACTUHOBBIM
p,mampqlagmimm%mnpwuem obLemam
5 MA'E KapTgHHOT TauKe.

£ .
= O e

Lo

| LABELING/
MAPKUPOBRA

On the bottle label in Russion
indicate:

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

- international ron-proprigtary name
(additionally In English);

- dosage form;

- dosage;

_"100 mE In every 5 m! of PREP
SUSPENSION";

ARED

[Correspands to following:,
 -0n the’ hottle] Jgbel In_Russian is
Cindicated:
ﬁ@g\_ﬁamé of the drug (additionally
\ifrEnghsfiywith a warning label®;
- ‘ingernational nop<praprietary name
(additionaly-in English);
- dosage form;
- dosage;
. *106 mg In every 5 ml of P
SUSPENSION";

REPARED

ACs DOBFAR 8.p.4. - Sete ).
Seade Anuptnisiiativa: Centro Dire

: siopala Calfoen = Viale Collaog 28,
PIVA - GO FISE. - BCLaA D504T0G

G - Gap 5o 4 U ED. G0 - B

agrale: Viale Addetin 41— 20067 Triblano (f]) - Tal. +10,02.90

A, 1aa1aat - Feg ting. ¢

Hpa.1 - Fax +39, 04006456
o 4 - 20864 Agrate Briania (i3}
{i pitarie - Moz Hrianu - Lodi

Falazan Peyasno RS




AGE DOBRAR

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

- method of application: "For oral
administration";

- warning labels: "Cantains 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 conditions;

- vacation conditions;

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

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

- name and tountry of the marketing
authorization holder;

- logo of the owner of the registration
certificate (a graphic image and the
inscription "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 filllng the bottle with water
when praparing the suspension;

- factory packaging codes/variable

- the name of the active substance and
Its tontent in an ameunt equivalent to
cefixime in each 5 ml of the preparad
suspension:

- methad of application: "For oral
administration”;

- warning labels: "Contains sucrose.”,
"Use as directed by a doctor.”, "KEEP
CUT OF THE REACH OF CHILDRENI",
“Before use, read the attached
instructions.", "Preparation of the
suspension - in accordance with the
Instructions in the  attached
instructions. *, “Shake the prepared
suspansion thoroughly before use.”;

- storage conditions;

- vacation canditions;

- 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 naot
freezel”:

- "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 "CHEPLAPHARM" in two
lines in Latin letters);

- batch number;

- date of manufacturs:
mahufacture:";

- explration date of the drug (“Best
hefore:);

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

"Date of

- factory packaging cod;,s/}?érﬁﬁféﬁ‘?h.

Hafly N\ s
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technical  information may be technical information, / /7 Sy
applied. / LSS i
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Ha smuxemie haokoHa  Ha Ha smuxemke nagoHa wg
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ALS DOBFAR

- TOPFroOBOE  HAaWMEHOBaHWE
npenaparta (gononHuTeNbHE Ha
aHraKicKem A3biKE) C
npeaynpeavTentHoi
MaprUPoBKONY;

- MemayHapoaHoe
HenaTeHToBaHHoe
HauMeHoBaHWe (AonoAHUWTENEHO
Ha BHCAWMCKOM A3bIKE);

- nexapcTeeHHYIo hopmy;

= DO3UPOBRY;

" «l00 Mr 8 Kamaex 5 mn
MPUTQOTOBAEHHON
CYCMEHZWM»;

- HaMmeHoBaHHE
AeticTaylollero BelU|EcTsa W ero
copepmarie B 3IKBUBANEHTHOM
uehUKCUMY KONMYECTBE B KAMIBIX
5 MA NPUFOTOBNEHHOM CYCIEH3IK:
- ¢nocob nplmereHua: «an
npuema sHyTRLY;

- npeaynpeanTanbHble
HagnucK: «CoaepmuT caxaposy.y,
«lpUMEHATE M0 HasHAYeHWo
Bpada.n, aXPAHWTE B
HEAOCTYNHOM  ANA OETERA
MECTEl», «Tlepen npumeHeHrem
HeobxoaMmo npouKTaTh
APUADNKEHHYID  MHCTPYKLMIO.»,
«lpuroToRNeHWe cycneHsiik - B
COOTBETCTEMM € YKEZIHUAMKM B
npUnoKeHHOHA WHCTRYRLMW.Y,
«lMepen npliMeHeHWeMm roToeyio

cycneHamio TlatenbHo

8360NTaTh.»;

- YCNOBUA XPAHEHUR; _
- ycnoBwsA OTOyCKa; [ & :f :
= CPOK TOAHOCTW W ychosug
XpaHeHuA NpUroTosneHHOM
cyeneHaum B penantligh;

«VICroNB30BaTh  CYCNEH3Wl B

TeueHue 14 pHel c© moOMeHTa
npuroToBASHMA Mpu cobaaeHuUM

i

- Toprosoe HanMeHoBaHWe
npenapata (LOMONHWTENLHO HE
aHrNWACHOM A3LIKE) c
npeayipesUTENbHOR
MaprpoBROAY;

- MEMIoyHapogHoe

HEMATEHTOBAHHOE HAMMEeHOEaHKE
(nononHuTeNsHO Ha aHrAuicKom
fA3kIKe);

- nexkapcreerHan bopma;

- OOBNPOBKE;

= «l00 mr B Kawaelx 5 ma
MPUTOTOBNEHHOM CYCMEH3UM»;
- HaumMeHoBaHWe
fAelicTBYIOULBro BellecTea W ErO
conepwanne B SKBUBA/IEHTHOM
uedrUHCUMY KONMYECTBE B KaMOkiX
S M/ NPUFOTDBAEHHOR CYCNEH3MM:
- criocob npumerelua; «4na
rpMema BHYTPED;

- ﬂpEﬂ,VI'IpE,ﬂMTE!ﬂbeIE
pagnucu: «CoAepyKuT Caxaposy.»,
«MpymeHats Mo HA3HaYEHWIO
Bpaqa.n, «XPAHUTE B
HEAQCTYMHOM — AnA  AETEW
MECTE!», «Mepen npuUmeHeHuem
Heobxoaumo NpoYuTaTH
NPHUADKEHHYIO WHCTPYRLAIO. S,
allpHUroToBAEHME CYCNEH3WW - B
COOTRETCTBUM €  YHA3aHWAMM B

NpUACHKEHHOH MHCTDYKULWAL Y,
«MNeped nNpUMEHEHWEM rOTOBYIC
CycneHsuio TaTeABHO

B36OTaTE. Y]

12 yerioBya xpaHeHns;

ey, '{Jirxgiﬁam_a‘ oTMYCKS;

fren ! _.c'pdr{_;j {q,ﬂ,HDCTIﬂ‘! W YCHhoBWA
NPUroToBAGHHOM
. J e pesaKLmu:
“YWenonbiopate  cycnewauio B
- teuerye” 14 AHell ¢ mMomeHTa
" HIPWrOTOBAEHMA NpW COBOAEHWM

ACH DOBFAR §.p.4. = Sede Logale: Viale Addeita, a1
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ALE DOBFAR

ycnoeuit xpadedus (o1 15 ge ycAosui XpaHerus (ot 15 o 25°C).

25°C), He 3amopamueaTsls; He samopamuparsly;

= «[1pouseeaeHo:», HasBaHWe = «[1pomsseagHom, HAsBaHWE W
W CTPaRY NPeY3BOAUTENA; CTpaHy NpoMsBoANTENd;

- HagsaHue M CTPaHY - Hagsarue W cTpaHa
BRagesnkla  perucTpauyoHHOre BARLE bR pervicTpauloHHore
VAOCTOREPEHUA, VACCTOBEPEHWA;

- NOroTin Bnajsensua - IOroTyn Bhagensua
PErUCTRaunoHHOro PETMCTRALWOHHOMD YAOCTOBEPEHWA

YOOCTOREREHWA (rpaduyeckos (rpadmveckoe  wzoBpameHue W
raohpameHne W Hagnuck waankce «CHEPLAPHARM» s Age
«CHEPLAPHARM» B ABe CTPOKW cTpokM  GyKBamu  AATWUHCKOTO

GyxBammn AATHHCROTO andasuTa); andasvtal;

- Ne cepuu; - Ne cephi;

- narty wzrotosnenwa: «/lara - nata waroToBnedua: «fara
Har.»n; War.:»n;

- CpOK rogHocTH nperapara - CpOK  rogHoOCTK  npenaparta
(«Topex poin); («TopeH goin);

- CNEeLWaNIBHYIO CTREnKY - cneuuanaHan CTPEJIKE
{pacHoro LBeeTa, KOTOPAA KDACHOrO UBETS, KOTOPAn OTMEYaET
oTMEYaeT YDOBEHL 3anoHeHuA ypoBeHs 3anonHedHWA  aaKoHa
thiaroHz BEOOOH npu BOAOH rpu NPUIOTOBAEHW I
NPUIOTOBABHWW CYCMEH3NH, CyCreHsnm;

- moryT  BelTh  HaHeceHs - HEHECEHL 33BOACKWE KoAabl
3aBoAcKuE HoAb YrakoBKW/ MepemerHan
yraKoBkW/nepemeHHan TEXHWYECKAA MHGOPMALMA.

TEXHWUHECKER MHbOPMALNA,

On a cardboard nack in Russion

indicate:
- trade name of the drug (additionally in | On ¢ cardboard pack itt Russian is
English) with a warning label®; indicated:
-international non-proprietary name - trade name of the drug (additionally In
(additionally in English); English) with a warning label®;
- dosage form; - international noh-proprietary name
-dosage; {additionally in English);
-"100 mg In every 5 mi of PREPARED - dosage form;
SUSPENSION"; - dosage;
- the name of the active substance and | - "100 mg In every 5 ml of F‘ﬂEPARED .
its content in an amount equivalentto | SUSPENSION, - i :
cefixime In each 5 ml of the prepared - the name of the active sub.rfancp and {tS A
suspension; - method for preparing the | content in an ameunt equngerrt to e,
suspension; - warning labels: "Before cefixime in each 5 ml of tHL_preparcd O
use, read the attached Instructions.”, suspension; - method for pregé mgthe . //] gL
Vi & 41 7 d
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HACE DOBRAR

"WKEEP OUT OF REACH OF CHILDRENI",
"Cantains sucrose.”, "Usa as directed by
a doctor.”
- method of application: "For oral
administration.";
- expiration date and storage conditions
of the prepared suspenslon in the
warding: “Use the suspension within 14
days from the date of preparation,
subject to storage condltlons (fram 15
to 25°C). Do not freezel”;
- starage conditions;
- vacation conditions;
- registration certificate number;
- barcode;
- batch number;
- 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 graphlc image and the
inscription "CHEPLAPHARM" In two
lines in Latin letters),
- factory packaging codes/variable
technical information may be applied,
The Incation of factory codes and serial
data on commercial packaging may
vary.
Additionally, information is applied to
maonitor the movement of the medicinal
product from the manufacturer to the
end user. /
Ha Kapmmmaﬁ NG4Ke HO DYCCKOM
A3bIKE YKA3bIBUIOM!
= TOprosoe HalimeHoBaHKWe
npenaparta (A0NONHUTENBHD Ha
aHTAMHCKoM
npeaynpeanTenbHoi
MapKMPoaRoA®;
- MENAYHAPoAHOE
HenaTeHToBaHHoe e
HauMeHoBaHME (AONONHUTEALHO
H3 aHIAMACHOM A3bIKE); 5N

-

A3bIKe) G’

—r

; HP?AS }

suspension; - warning labels: "Before use,

read the attathed instructions.", "KEEP
OUT OF REACH OF CHILDREN!", "Contains
sucrose.”, "Use as directed by 2 doctor.”
- method of application: "For oral
adminlstratlon.";

- 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 te
25°C). Do not freezel”;

- storage conditions;

- yvacation conditlons;

- registration cartificate number;

- barcode;

- batch number;

- expliration date ("Best befare:");

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

- name and country of the marketing
authorization holder;

- lngo of the owner of the registration
certificate (a graphle Image and the
inscription "CHEPLAPHARM" In two lines
in Latin letters).

- factory packaging codes/variable
tachnical infarmation.

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

Ha kapmoHHoll nayxe He pycckom
ASbIKE YROIAHOD:

T TOProBoe  HaMMeHosaHue

| fipenapara (momonHMTEnsHO Ha

AHERTACKOM A3bIKe) c
Fi,e’ﬁ,manhﬂoﬁ

MEpKURCBROR®;
gl Il ’M%#yHapop‘HDE
HENaTeHyOBaHHDE HalmeHoBaHWe

A
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ACE BDEEAR

- L03NDOBKY;
- «l00 mr B Hamanix 5 mn
MPUIOTOBAEHHON
CYCMEH3WM»;

- HaWMEHOBaHKE
AelCTBYIOWEro BEWECTBA W Ero
COAEPHEHWE B 3JKBUBAJIEHTHOM
uedrrcHmy KanudecTee B
Kamdalx 5 ma nprroTosasHHol
CyCrneHanmu;

- cnocob NPUroTOBAEHMA
CYCTIEHINM;

- ApeayrnpeanTensHeie
Haanuck: «lepen npuMeHeHnem
HeobxoaMmo npoYUTaTE
NPUACHEHHYIO  WHETPYKLMIO.D,
«XPAHWTE B HEAOCTYITHOM
bna JOETEW MECTE!»,

«Coaepiur Caxapaozy.n,
¢«MprMeHAT N0 HA3HAYEHWIO
BRaYa.n;

- cnocof npumedeHna: «1na
npuema BHYTPL. »;

= CRPOK roaHocTh W yoAaoBuA
KpaHeHma NpUroToENEHHDM
CYCreHsmnmn B penakunm:
«llcrons30BaTe  CYCNeHIWIO B
TeyeHne 14 aHell © mMomeHTa
NpMIroTORAEHMA NPl cobaaenun
ycnoeuii xpadeHus (o1 15 go
25°C), He samopamueare!»;

- YCIIOBWA XpaHeHun,

- VCAQBKA OTMYCHKE;

- HOMED PEerucrpauyoHHOro
YODCTOBEPEHUA;

- WUTPHUX-KD O,

- Mo capuu;

- cpok rogHooTM  («TogeH
Lon);

¥ dflpovasenero:», HA3BaHKe cTpary npowasc,u,menﬂ, 2

¥ CTRAHY MPOU3EOAMTENS; - HasgaHNe. S Y
Bnagensua | permcrp,aum
vp,ocmaepeﬁwn,

(DononHUTeNEHO Ha aHrNUHCKomM
A3bIKe);

- nexapcTeaHHan dopma;

- A03NPOBKE;

- «100 mr B Hawpgbix 5 ma
MPUTOTOBNEHHOW CYCMEH3MM»;
- HalMEHoBaHWE
AedcTByloWero BellecTsa W &fo
COOSPMAHWE B SKBWBANSHTHOM
LedurrcHMy KONMHeCTBE B Kamablx
5 MN NDUTOTORNBHHOW CYCNEH3MMK;

- crocob NpUroToBAEHWA
cycneHsmm;

- npeaynpenutensHkie
Hapmweu: «llepeq NpUMEHEHMEM
Heobxoaumo npo4YMTaTh
MpUACIKEHHYIO HMHCTRYKLWIO.®,

«XPAHWTE B HEAOCTYNHOM A/1A
LETEA  MECTE!»,  «Coaepmur
Caxaposy.», dTpHMEHATE no
HasHayeHuIo Bpada.n;

- cnocob npumeHeHwA: «lnA
NpUema BHYTPL. »;

- CPOK TOAHOCTM W YCNOBMA
XpaHaHusA npureTopneHHoMi
CYCMEenzmu B penarLm:
«MCcnonb30BaTs  CYyCneH3awk B
TevyeHWe 14 aAHell ¢© MOMEHTa
NPWroTORNEHWA NpY CoBAIOABHWN
yenoBwii xpasesua (ot 15 o 25°C).
He samopaiaathly;

- YCI0BWA XPaHaHKA;

- YCAOBMA OTNYCKE;

- HOMED  PEFMCTPAUMOHHOD
VAOCTOBEPEHKA;

- WTPMY-KO L,

- Ne cepMM. e

- CPOK ru.swm:rm {«l OAEMQ »);
- «I‘]peﬁaaep,e!-lo iy HaaaéHmeH
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ALS DOSEAR
- HasgaHue W CTpaHy - NOTOTWN 8nafenesua
Bhafenbila  PErvcTRaLMoHHOra perrcTpalnoHHore
VOOCTOBEPEHWA, YADCTOBEDEHKA (rpadwyecroe
- noroTyn BNnagensua nzobpaxeHue ] Hagnuee
perucrpaumnoHHere «CHEPLAPHARM» & pBe CTPOKW
yfocToBepeHus  (rpaduvueckoe HyKBamu aaTuHckoro andasuTa),
lisobpamenue " Haanues - HaueceHs! 33BOACKWE  KOfdbl
«CHEPLAPHARM» 8 ABe CTRORM yriakoBeKy/nepamenrHas
EyKsamu NaTHHoKoro andasuTa). TexHuIeckan uHbopmauma.
- moryt  6eite  HaHeceHs! | [lononHUTeNbHO HaHeceHa
3aBoACKue OB | WHGOPMALMA A8 MOHWUTOPUHA
yMakoBKu/nepemenHas ABVIREHWA NEKAPCTEEHHO
TEXHWUBEKAA MHDORPMALNA. npenapara oT NPoUIR0AUTENA [0

PACNOAONKEHWE 3aBOACKMX KOACE | KOHEuHOTo noTpebuTens.
¥ NOCEPWIAHBIX  AEHHLIX  Ha
KOMMEPHECKDI YITEKOBKE MOMET
W3IMEeHATLCH,
LononHUTenbHO HAHOCUTCA
UHpopMmaUWa 48 MOHUTODKUHTA
LBVMEHWA NERapCTEEHHOMO
npenapara o7 NPOW3BoANTENA A0
KoHeyRaro notpeburens.

SHELF-LIFE/ 3 years/3 roga. Conforms,/ CooTaeTcrayer.

CPOHK 3 years/roga.

roAHoCTA Manufactured/MNpanzseaeHo:
04,02.,2025

Valid till/logen go:
January, 2028 / Arsaps, 2028

STORAGE At temperatures fram 15°C to 25°C/ Conforms./ CooTeeTCTBYET.
CONDITIONS/ | Mpw TemnepaType o7 15"C po 25°C Attemperatures from 15°Cto 25°C/
YCNOBWA Mpw Temnepatype ot 15°C po 25°C.
XPAHEHKA

7
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Date/[lata 25.03.2025 . ACS Dobfar S.p,A =PLA'\I‘1 i
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Signature/ noanuce * ... DrFabioRomita |
Cruall ﬁrﬁrf Pr:r.f:m
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