fitaass RORFAR CERTIFICATE of ANALYSIS / CEPTUDUKAT AHANUZA

product / IPoAYKT: Suprax®, granules for oral suspension 100 mg/5 ml /
cynpanc®, rpaHy/bl AR NpUroTORNEHNA cycneHsui AR npuMeHeHuA aryTpb 100 wr/5 mn

APl Ma,nufacturer/ MpowssofUTENb AdC: Orchid Pharma Lirnited/Opxu1a ®apma Numures
[prevlously/p:arlee - Orchid Chemicals and pharmaceuticals Ltd /Opxua Kemuranc aHA dhapmacbioTARANC
nia)

AP batch number/ Homep cepun APC 24102581

Bulk Manufacturer/ MponascAUTeNt roToBOl Ner.dopmsl: ACS Dobfar g.p.A/2ACHIC fobdap

C.NA
Primary packager/ flepsuuHbli yriakoBLAK: ACS Dobfar 5.p.A/3CKIC NoBdap c.nA

secondary packager/ BropWUHbI YEKOBLK: ACS Dobfar 5.p.A/2WCKIC foBdap C.NA

product/NpoayrT Ne: F10000100168

gatch/Cepua N 25100421 Mianufacturing date/ ata 27,01.2025
npoM3BOACTER:

Date of Issue/ fara 10,03.2025 Speciflcaﬁonlﬂnew:ﬁmuaqwa pcQ 01.03.51/

ghinycKa: e 01.05.05

Tha following information is indicated in accordance to the Normative Documentation
{ND) nmmoza/ommsm, variations to ND # 1-7. A
Crepyouas WHbOpMaLA yKasaHa B CODTRETCTBAN © Hupmamaﬁ‘oiﬁ ,n,nwmeuraqneiﬁ (Ho)
n N013023/02-010610 ¢ yanennAmMu K HA Ne 1-7.

indicators, specification/ Crieupduralya Results/PesynuTathl
methods/MoKasarent,

METOAD!

Conforms.
Small granules of off-white colot.
Upon mixing - almost white color
suspension with a sweet strawberry
flavor is formed./

Description,
organmepﬂc/
OnucaHue,
cipranon'emmecrmﬁ

off-white to cream-colored

small granules, Upon mixing,

an almost white to cream

suspension with 2 sweet

strawberry flavor is fngg}@d:/m : I
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AGS DDBERAR CERTIFICATE of ANALYSIS / CEPTUOUKAT AHAMMZA

Product / Npogyir: Suprax®, granules for oral suspension 100 mg/5 m| /
Cynpakc®, TRaHY/El ANA NpUroToBARHIA CYCneHsnm Anm npumeredus BHYTPb 100 mr/5 mn

APl Manufacturer/ Mpoussoautens Adc: Orchid Pharria Limited/Opxuz Papma Sumures
(previously/panee - Orchid Chemicals and Pharmaceuticals Lid /Opxug Kemukanc 3HA DapmacsioTyranc

API batch number/ Homep cepun AdC: 24102581

Bulk Manufacturer/ Npousaoaurens rotosofi Nek.dopmel: ACS Dobfar S.P.A/3liCHac Ao6ap
CMnA

Primary Packager/ Nepauyibiij YNaKoBuik: ACS Dobfar 5.P.A/3HCu3c Hobdap C.M.A
Secondary Packager/ BTopuyHsiif YNaKoBLnMK: ACS Dobfar 8.P.A/30CHIC Hobdap C.Nn.A

Praduct/Npoaykr Na: F10o00100162

Batch/Cepun No: 25100421 Manufacturing date/ Hara 27.01.2025
NPOU3BOACTEA:

Date of Issue/ fara 10,03,2025 Sp'eciﬂcationj(:neuwdmuaumﬂ PCQ 01,0351/

BEINycka: Ne 01.05.05

The fallowing information is Indicated in accordanies to the Nermative Documentation
(ND) 1 Nmsnza,{uz-m.nsw, variations to ND # 17,

Caeayiowan MHpopMaLa Yia3aHa B cooTBeTcTany ¢ anmamauoﬁ-,quuymemqueﬁ (Ha)
N N013023/02-010610 ¢ MEHEHUAMU K H[] N 1-7, :

Conforms,

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

Identity, HPLC /
NogauuHaers, BI3MX 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
quantified,

Cootsetcrayer,

Bpems vaepmusanpig OCHOBHOMO NiKa
Ha Xpomarorpamme MCMbITYemoro
PacTeopa cooTteeTcTBYET BpemeHu
YASPHMBEHMA NHKa uedmkcuma na
Xpomatorpamme CTaHAAPTHOrO
PacTeOpa npu konnyecTserHom
onpepensHuy,

Bpema vaepsubanma
OCHOBHOIO NKka Ha
Kpomatorpamme
HEnbiTyemaro pacteopa
ADMKHO cooTeETCTRORAT
BRRMEHUM YAeDMUBAHMA NuKa
uednrcuma Ha
XpomaTtorpamme
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ACS DOBFAR CERTIFICATE of ANALYSIS / CEPTUGUKAT AHANM3A

Product / Npoaykt: Suprax®, granules for oral suspension 100 mg/5 ml /
Cyripakc®, rpasynsi A7 NPUrCTOBACHUA CYCNEHIWU ANA MPUMEHEHMA BHYTPL 100 mr/S ma

AP| Manufacturer/ Npoussogurens A®C: Orchid Pharma Limited/Opxia dapma Numures,
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxua Kemurkanc sHa dapmackiotukanc
NTa)

API batch number/ Homep cepun A®C: 24102581

Bulk Manufacturer/ Mpoussoautent rotosol nex.diopmst: ACS Dobfar 5.P.A/3iiCK3c Hobdap
C.IN.A ’

Primary Packager/ Mepauynsiii ynakosuymk: ACS Dobfar S.P.A/311Cu3¢ [lo6dap C.MN.A
Secondary Packager/ BropuuHelii ynakosumic: ACS Dobfar S.P.A/3HCu13¢ fobdap C.N.A

Product/Tlpogykr Ne:  F10000100168

Batch/Cepuia No: 25100421 Manufacturing date/ Jats 27.01.2025
NPOW3BOACTES:

Date of Issue/ Oata 10.03.2025 Specification/Cneungurayua  PCQ 01.03.51/

Bhinycka: Na 01.05.05

The following information is indicated in accordance to the Normative Documentation
(ND) I N013023/02-010610, variations to ND # 1-7. !

Caeaytowan uHdopmalma yasaHa 8 cooTBETCTRWM & HopmaTHeHOW gokymanTauuen (HA)
11 N013023/02-010610 ¢ uaHeHuamu K HA, Ne 1-7.

€TaHAapPTHOTO PacTeopa HpU
KONMYECTREHHOM .
onpeAeneHmy, .

The average welght of Conforms / CooTteeTtcrayeT,

the contents of the

vial / 30.3t035.0g/ 322g/322r

CpenHan macca Or30,380350r

copepumoro

daakoHa

The volume of the: Not |ess than 60 ml / Conforms / CooTetcTayeT.

finished suspension / | He meHesa 60 mn 60 ml / 60 mn

O6bem roToBoi

cycreHsnm

pH, Ph. RF XI, Conforms / Cooteetcrayer,

potentiometrically / 35/3,5

pH, M X,

MOTEHLMOMETRUYECKN

. y 3
-
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B DOEEAR CERTIFICATE of ANALYSIS / CEPTUGMKAT AHAITUZA

Product / Mpoaykr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpake®, rpaHy/bl ANA NPUIOTOBAEHWS CYCMEH3MY ANA NPUMEHEHWA BHYTPE 100 mr/S ma

API Manufacturer/ MNporasogntens ADC: Orchid Pharma Limited/Opxia Gapma lumures,
{previously/patee - Orchld Chemicals and Pharmaceuticals Ltd [Opxua Kemuranc sHa PapmackloTikantc
Nva)

API batch numbeér/ Homep cepud ADC: 24102581

Bulk Manufacturer/ Npouasoautent rotosok nex.gopmbl: ACS Dobfar 5.P.A/2Cu3c obdap
C.ILA

Primary Packager/ Nepsuursiii ynakosumk: ACS Dobfar S.P.A/3iCn3c o6ap C.N.A
secondary Packager/ BropuuHelli ynaxosimk: ACS Dobfar 5.P.A/3#Cu3c Aobdap C.NLA

Product/MpoaykT Ne:  F10000100168

Batch/Cepusn Ne: 25100421 Manufacturing date/ Jara 27.01.2025
Npou3BoACTEa;

Date of Issue/ ata  10,02,2025 Specification/Cneundurauun  PCO01.03.51/

BLINYCKA: Ne 01.05.05

The fallowing inforimation is indicated in accordance to the Nermative Documentation
{ND) 1 NDBDZB/D}U].DEE.U, variations to ND # 1-7.

Cneayouyan uHbopMaLua yxasaHa s COOTRETCTEMM ¢ HopmatueHol ,n,cmymemau,meﬁ (HA)
n NDBDH/QZ—D:LUBlO ¢ usHeHUamK K HI Ne 1-7.

072580045
Mocne 14 fHel xpaHeHWsa npu
Temneparype 15-25°C
| AOMHKHO MMETE TY e HOPpMY.
Density, 1.14-1.26 g/ml / Conforms / CooTReTcTBYET.
Ph. RE XI / 1,14 - 1,26 r/mn 1.17 g/ml / 1,17 t/mn
MnaoTHOCTS,
ré Xl
Viscosity, 100 - 900 cps /100 - 900 cns Conforms / CooTBETCTRYET.
Brookfield viscometer 222 ¢ps/222¢cnz
/ Basxocrts,
BUCKOZUMETD
Bpykpunbaa
Water, Not more than 2.0% / Conforms / CooTeeTcTayeT.
Ph. RF X, K. He Gonee 2,0% 0.6% /0,6%
Fisher method /
Boaa,

ACE DOBFAR E.p.A. - Sods Lagate: Viale Adclotta, 4012 - 20007 Triddbno (M) - Vel +30.02.00G83, a1
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ADS DOBEAR CERTIFICATE of ANALYSIS / CEPTUOUKAT AHANMU3A

Product / Mpoayxt: Suprax®, granules for oral suspension 100 mg/5ml/
CyripaKke®, rpanynbl 4Na NPUIroTOBAEHKA CYCNeHanuK Aaq npumeHeHna eHyTpe 100 mr/5 mn

APl Manufacturer/ MNpoussoautens ADC: Orchid Pharma Limited/Opxup, ®apma JlimuTes
(previously/patee - Orchid Chemicals and Pharmaceuticals Ltd J0pxia Kemukanc aHa DapmackioTUKaNC
Jira) ‘

API batch number/ Homep cepuu AGC: 24102581

Bulk Manufacturer/ Npouasogutens rotosoi nek.dopmbl: ACS Dobfar 5,P.A/31iCu3c Aobdap
CNnA

Primary Packager/ Mepaudnslil ynakosiumx: ACS Dobfar 5.P.A/91Cu3c fobdap C.MN.A
Secondary Packager/ BropudHeii ynakoswmy: ACS Dobfar 5.P.A/31iCu3c Oobdap C.M.A

Product/NpoaysT Ne:  F10000100168

Batch/Cepuna Ne: 25|00421 Manufacturing date/ Jata 27.01.2025
NpoU3BOACTEA:

Date of Issue/ [ata 10.03,2025 Specification/Cneundukaums  PCQ01.03.51/

abinycxa: Ne 01.05.05

The following Information is indicated in accordance to the Normative Documentatmﬂ
(ND) T N0O13023/02-010610, variations to ND # 1-7,

Cnepyiowas UHGOPMAaLMA ykasaHa 8 COOTBETCTBUM C HDpMaTMBHOH AoKymeHTaLKrel tH,ﬂ,]
M ND13023/02- 010610 ¢ U3HeHWAMM ¥ HA Ne 1-7.

I X1, meTon K.
huwepa

Suspension formation | Not more than 1 - 2 minutes / | Conforms / CooTeeTcTBYET.
time (suspendability), | He Bonee 1—2 muH Lmin /1 muH

Ph. RF X1 /

Bpems ofipasosanna
cycrieHaum
(cycnengupyemocTs),
g Xl

Resuspendability, Conforms / CooTeeTcTayeT.
Ph. RF X1/
Pecycnenampyemocts,
' X

Microbiological purity, Conforms / CooTBeTCTBYET.
Ph. RF X1/
MukpoSuonoryieckan

| upetoTa, [P X,

ALS DOBFAR S84, - Sétte Lagale. Viale Addetto, 4117 - 20067 Trihiand (M1} - Tel, +39.02.90093.7 - Fax 430020064568
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ALS mmwm CERTIFICATE of ANALYSIS / CEPTUGUKAT AHANM3ZA

Product / NpoaykT: Suprax®, granules for oral suspension 100 mg/5 ml /
CynpaKe®, rpaHy/bl AR NPUIOTOBNEHUA CYCTIEH3UM 418 NDUMEHEHMA BHYTPE 100 Mr/5 ma

APl Manufacturer/ Npouseogurent ADQC: Orchid Pharma Limited/Opxug ®apma lumutes
{previously/panee - Orchld Chemicals and Pharmaceuticals Lid /Opxua Kemukanc avg dapmacslotiiant
Tiva) :

API batch number/ Homep cepuu ADC: 24102581 4
Bulk Manufacturer/ NpoussoanTens rotoscit nek.dopmbl: ACS Dobfar S.P.A/3iiCu3c fobbap -
C.NA

Primary Packager/ NepanyHblii ynakosuyik: ACS Dobfar 8.P.A/3iCu3c Jo6dap C.M.A
Secondary Packager/ Bropuunblil ynakoeliuk: ACS Dobfar 5.P.A/3iCu3c Jobdap C.N.A !

Product/Mpoaykr Ne:  F10000100168

Batcthepm Ne: 25100421 Manufacturing date/ [ata 27.01.2025 |

NPON3BOACTEA: L
Date of Issue/ Oata 10.03.2025 Specification/Cneuudukaums  PCQ 01.03.51 / [
BEINYCHa: Ne 01.05.05 i

The following infermation is Indicated In accordance ta the Normative Documentation
(ND) N N013023/02-010610, variations to ND # 1-7.

Chepyrolan MHGOPMaLYA yrasaka 8 COOTEETCTENM ¢ HopmaTHBHOM AokymenTaluei (HA)
T ND13023/02-010610 ¢ u3neHuami k HA Ne 1-7.

Assay, HPLC/ 90 - 120% of labeled amount | Conforms / CooTeeTcTayerT. ‘
KonmuecreeHHos of cefixime / 80 - 120% ot 98% ‘
ONpepEneHue, YKa3aHHOTO Ha 3TUKeTKe {
BIKX . KONMHECTER LiedUKCeuMa |

KOTMNA BEP!

[OANNCE. }
| ) p l"f o e WK CK A LON ik :
Zr_,uL/I.' e L e e s i ONTOBOR TOPTOBIW ;

&y ! |
Clualnl ed Persnn/v OAHOMOMEHHO® NULD i “'.‘-ITtﬁuuw;rLstil.. M GPENCTBAMI |
DatE/ ata 10.03.2 25\"' ﬁﬁfﬁfﬂﬂ;ﬁg:x FLANT m i = ‘. B 0 4 FENNARAR Ma ";‘J'}_'[,Ll'!ll’ulr\ - A
; i 0~ 00071 Poméza (RM - ki3 Y
Signature/ Mognues Dr. Fabio Romito -_.“ { KAV I
Oualified Person . v CnyL : |

AGS DOBFAR S.p.a. - Sotle Logale: Viale Ndtatia, /42 - 20087 Trilitana (Mi) Tl +30.032, 'mmr*l..f x.-r,.mné.ubr-urﬁ -"'| A
Sade Anmitnistrativa: Cenire Dirozlonala Gallzanm - Viale Colleani 25, Paluzze Pagaso (ngresso 3 & 308! Agrate Brenisn (ME) = &
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ACE DOBFAR

Attachment / Npunomenue 1; Additional information for CoA of Suprax® granules for oral
suspension 100 mg/5 ml / fononkenue K cepTuduKaty aHanuza Cynpakc®, rpaHyasl ans
MPWroTOB/IEHMA CYCNEH3UK AN NPUMEHEHUA BHYTRE 100 mr/5 mi:

Batch number/ Cepua: 25100421

We hereby confirm that the following information is indicated correctly and in accordance with
the Normative Documentation (ND) 1 N013023/02-010610, variations to ND #1-7./
HacToALLMM NOATBEPHAAEM, HTO HUMECeAYIoUlad WHbOPMALIUA YKasaHa NPasUiLHO U B
cooTEETCTRMM ¢ HopMaTHBHOH AOKYMeHTaumen (HO) M N013023/02-010610, c usmerenua kK H
Ne 1-7.

Parameter / Specification/Cneundurauns Results/PeaynbTatsl
Mapamerp

PACKAGING/ Confarms.

VITAKOBKA 20.3 t0 35,0 g (equivalent to 1.2 g 30.3 to 35.0 g (equivalentto 1.2 g
cefiime + 4% refill) granules for oral cefixime + 4% refill) granules for oral
suspension 100 mg/s mlin dark glass suspension 100 mg/5 ml in dark glass
hottles with plastic screw cap. bottles with plastic screw cap.

1 vial with instructions for use anda 5 1 vial with Instructions for use and a 5 ml
ml plastic dosing syringe in a cardboard plastic dosling syringe In 2 cardboard

box. / box./

OT 30,3 a0 35,0 r (akeusanenTHo 1,2 | COOTBETCTEYET.

r uedukcuma + 4% nepesaknagin) O730,3 10 35,0 r (ausmBanedTHo 1,21

rpaHya ANA NpUroToBNEHWA uedurcuma + 4% nepesaknanKy)
cycneHauy Ans npuema eHYTpE 100 | rpadyn gna NpUroToBASHWA
par/5 mA Bo diakoHax TEMHOTo CyCneHsuu ANA Npyema BHYTpb 100
CTeKAa ¢ 3aBKHYMBalolelica mr/5 mn BO hrakoHax TEMHOMD CTERA
MAacTUKOBOM KpbIKGHA, ¢ 3aBMHUMBAIOLLEACA NAACTUKOBOW
Mo 1 pnakoHy BMecTe C KpbILWKOR,
WHCTPYKLUMEH no npUMeHeHHo 1 ¢ Mo 1 dRakoHy BMECTE C MHCTPYKLMed
fINACTUKOBLIM A03MPOBOYHEIM N0 NPUMEHEHHIO U € NNACTUKOBLIM
wnpuuem ofBHEMOM 5 MA B L03MPOBOYHBIM WNpKLLEm obbemom
KapToHHOW MaYKe, 5 M B KAapTOHHOW na4ke.
LABELING/ Corresponds to following:
MAPKMPORKA | ©On_the bottle label in Russian On the bottle label in Russign [s
indicate: Indicated:
- trade name of the drug (additionally - trade name of the drug (additionally
in English) with a warning label®; in English) with a warning label®;
- international non-proprietary ndme - international non-proprietary name
(additionally in Exglizh); | (additionally in English);
- dosage form; y . 1. -dosage form;
- dosage; BN Ares N |3 -dosage;
- %100 mg in eVarg 5 fal.of PREPARED. 1| | - "100 mg In every 5 ml of PREPARED
SUSPENSION®\.* 8 " = /. S| SUSPENSION";
AGS DOBEAR S.mA, < Sede Legaly: Vidle ATt et de SUOHT Teftdane (MI) - Tol, +30.02.00683.1 - Fax v30.02 8084560 /

Sacle Amminisirativa: Contro Dirazionaia Collsonl - Viale Calleoni 25, Palazio Pegass fngresen 3 - 20064 Agrare Briang faTEs)
P.IVA - CODLFISG. - c:r:M.q 05A47BE0157 - Cap.Sow. 10.650.000,00 - R.EA. 1041431 = Req, inip. ol Milae - Monza Brianza « Leadi
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ALCS DOBEAR

- 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: "Contains sucrose.”,
"Use as directed by a doctor.", "KEEP
OUT 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
suspenslon thoroughly before use.”;
- storage conditions;

-vacation condltions;

- explration 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 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 manufacture:
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 codes/variable
technical information may be

applied. /

"Date of

Ha amukemwxs  daakoHa  Ha
BYCCHOM A3bIKE YRAZLIGAIOT:

- 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: "Contains 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 manufacturer;

- name and country of the marketing
authorization holder;

- logo of the owner of the registration
certificate (a praphic Image and the
inscription  "CHEPLAPHARM" In two
lines in Latin letters);

- batch number;

- date of manufacture:
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 codes/variable
technical information. /

"Date of

CooTeercrayer cnepl)gmu.l,emvh

Ha smuxemge s dmamr—m ~Hil
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- Toprogoe  HauMmMeHoBaHue
nperapata (AONOAHWTENBHO Ha
aHrInickom A3bIKE) o
npeaynpeanTensHok
MapKMpOBKOIA®;

- mekayHapoaHoe
HenaTeHTORAHHRE
HalmeHoBarpue (gonankHWTensHo
Ha aHTAMMCKOM H3bIKe);

- néxapcTeeHHyio Gopmy;

- [03MPOBRY;

- «100 Mr B KBMABIX 5 mA
MPUTOTOBNEHHOM
CYCIEH3WUW»;

- Haumerosarue
aelicTeyloulero seilecrea U ero
COAgDWaHie B SHBWBANEHTHOM
UedurCUMY KOAWUECTBE B KamABIX
5 M MPUTOTOBNEHHON CYyCNeH3uu:
- criocof npumeHeHua: «4na
nprema BHYTPbY;

- npeaynpeauTebHble
Hapnueu: «CoaepyuT caxaposy.,
«lMpumedaTs  NO  HAZHIUESHWID
Bpaua.y, «XPAHWTD B
HEQOCTYMHOM  AnA  AETEW
MECTE!», «llepen npyimeHeHUem
HeoBXOANMO MpoOUNTaTL
NPUAOIKEHHYIO  UHCTRYKLMIO,
«T1pUroTOB/EHWE CYCNeHsuK = B
COOTRETCTBMM C YRazaHWAMW B
npuAoKeHHOM WUHCTPYKUWN,,
«Tepes nNpUmeHeHWem TOTOBYIO
CYCneHsuo TWaTeAsHO
g3bOATaTE. Y]

- YCNOBWA XPaHeHUs;

- YCAoBKA OTHyCKa;

- TOprogoe HaMMEHOBaHWE
npenapata (gononHuTeNbHO  Ha
aHIUIACKOM A3biKe) c
npeaynpeanTeNsHOM
MapKUpoBKO®;

- meMayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue
(nononHuTenbHO Ha aHrAKMicKoM
fabike);

- nedapcrseHHas GopmMa;

- AD3UPDBKE;

- «100 Mr B Kamgslx 5 MA
MPUTOTOBNEHHOA CYCNEH3MM;
= HaMMeHoBaHME
AelicTaylollero BeLiecTea U Ero
COpEPIaHME 8 3IKBUBANEHTHOM
UEGUKCMMY KOIMHECTBE B KaXKOBIX
5 mA NPUroTOBNEHHON CyCneHsui:
- criocof npumeHenua: «na
npuema BHYTPbY;

- npeaynpeauTentHbie
Hagnuck: «CoAepIUT caxaposy.y,
«MpumeHATE M0 Ha3HIYEHWO.
Bpaya., «XPAHWUTL B
HEQOCTYMHOM  ANA  OETEM
MECTE!s», «llepes nprmeHEHWEM
Heobxogumo Mpo4UTaTh
MPWIOHERHYIO WHCTRYKUMIO Y,
«MpuroToBAGHUE CYCMEH3WKW - B
COOTEETCTBUM € YHasaHuamu B

NpUAOMEHHDH WHCTRYKLMWALY,
«Mepes npUMeHeHWem [OTOBYO
cyeneHsnio TLWATENBHO

gzboNTaTH.Y,

- YCNOBWA XPaHEHUA;

- VENOBWA OTNYCKA;

- GPOK FOAHOCTM W YCNOBUA

- CPOK TOAMOCTH M YCAOBMA |~ XPaHeHs ApUroTORAEHHON
XpaHEHUA MPUrOTOBAEHHGHN |~ CYCNeHaun B peaaKLnn:
cycrieHsum B pepanivi: ‘| “eWicnosbsosath  Cycnensiio B
«Mcnonsaosath  cyensHIue B Teverwe 14 pHelt ¢ momeHTa

teueHue 14 aHel ¢ \@mﬂnema

NpUroToBNEHUs Npy COBMOREHIU
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yonosuid  xpanedua (et 15 go
25°C). He 3amopamusate!s;

- «pouasegeHo», HalraHWe
W CTRaHy NpoM3BOAUTENA;

- Ha3BaHue “ crpaHy
Enafensua perncTpaunoHHoro
YOAOCTCEEDEHUA;

- neroTtin Bnafensua
perncTpauuoHHoro
yaocToBepeHnA  (rpadnyeckoe
wsoBpaweHue " Hagnuck

«CHEPLAPHARM» & gBe cTpoku
BYyKBaMKU NaTUHCROTO andasuTal;
- Ne cepuu;

- AaTy WaroToBneHWn: «flaTa
W3,

- CPOK TOAHOCTM npenapata
(«Toper ao:»);

- cheunanbHyto cTpenky
KpRCHOTD ugera, KOTOPaRA
OTMEYaeT VYpoBeHb 3anoAHeHMA
daakoHa 800 M
NpUroToBsNeHKK CyCneH3ny;

- MOTYT  BBITb  HBHECEHbI
3aBoAcKue KoAb

ynakoeku/nepemeHHasn
TEXHWHECKaA MHPOPMaLMA,

On o cardboard pack in Russian
indicate:

- trade name of the drug {additionally In
English) with a warning label®;

- International non-proprietary name
(additionally in English);

- dosage form;

- dosage;

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

- the name of the active substance and
its content in an amount equivalent to
cefixime In each § ml of the prepared
suspension; - method for preparing the
suspension; - warning labels: "Before
use, read the attached instructions.”,

yonobWi xpanedua (ot 15 go 25°C).
He 2amopamueatk!y;

- «[poussefiero:y, HasBaHue U
CTpaHy NpoOM3BOAUTENR;

- HaseaHue W cTpaHa
Brafenbiia PErUETPALMOHHOTD
YOCTOBEPEHUA]

- AoroTvn BAagenbua

PEMMCTPALMOHHOID YAOCTOBRREHMA
(rpaduueckoe  wuaoBpatieHne u
Hapnues «CHEPLAPHARM» B pnBe
CTPOKW  ByHBamW  naTMHCKOro
andasuTa);

- No cepuu;

- ABTa  M3IrOTOBRNEHWUA:
M3,

- CPOK TOo@HOCTW fpenaparta
{«ToaeH goin);

* CrieumraneHan CTpesKa
KpacHOrD LBETa, KOTOPAA OTMeYasT
VDOBEHb  3anOAHEHWA  ©naKkoHa
BOAOM fpK NpPUroTOBAEHUY
CYCTEH3MM;

= HaHeceHbl 3aBOACKME KOAk
YNakoBkK/MepemerHHan
TEXHUYECKAS UHbopMAaLIWA.

«[ara

On a cardboord pack in Russion Js
indieated:

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

- Interhational non-proprietary name
(additionally in English);

- tlosage form;

- dosage;

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

- the name of the active substance and its

content In an amount eq uivalen't t~a

suspension; « meth ! _f_ra_r.n;z.reﬁalrf_ngl,the
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ACH DOERMR

YKEEP OUT OF REACH OF CHILDREN!",
"Contains sucrose.”, "Use as directed by
a doctor."
- method of application: "For oral
administration.”;
- 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”;
- storage conditions;
- vacation conditions;
- reglistration certificate number;
- barcode;
- batch number;
- expiration date {"Best before:");
- "Manufactured by:", the name and
country of the manufacturer;
- name and country of the marketing
autharization holder;
- logo of the ownear 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
mohlter the movement of the medicinal
product from the manufacturer to the
end user. /
Ha kapmonHoll naiKe Ha pycckom
R3LIKE yRasslgaiom:
- TOproBoe HarmeHOoBaHue
npenapata (ADNOAHUTENRHO Ha
anrnuicrkom A3bIKE) c
npeaynpesuTensHoR
MapKUPoBKRON®;
- MENOYHApOAHOE
HEFIE‘ITEHTGEBHHDE ;

suspension; - warning labels: "Before use,

read the attached ifistructions.”, "KEEP

OUT OF REACH OF CHILDRENI", "Cantalns

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

- expiration date and storage conditions
of the prepared suspensicn 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”;

- storage conditions;

- vacation conditions;

- reglstration certificate number;

- barcode;

- batch number;

- explration date ("Best before:");

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

- name and country of the marketing
authorization holder;

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

- factory packaging codes/variabla
technical information.

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

Hao kapmomHol nguvke Ho pyccikom
AsbIKE YRUZAHO:

- Toprosoe HaumeHoBaHue
npenapata (4OMONHWTENBHO HB
aHrnuiickom fasbine) c
npesynpesuTenbHoM

] "“:»Mapxnpnako'ﬁ'ﬂ;

= MesmayHapoaHoe

HENaTeHTORAHHOE HaWMEHOBaHWe
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- OO3WUPOBRY;

- «100 Mr 8 Kamaslx 5 ma
MPUTOTOB/IEHHOM
CYCMEH3UMU»;

- HarvimeHoBaHKe
AeMCTBYIOWEro BellecTea M ero
CoOAepiaH1e B 3HBUBANCHTHOM

uedurcmy KO/WYecTeE B
KamaslX 5 ma NpuroToBAEHHOH
CYCMEH2MH;
- triocob MpUIroTOBARHKUA
CYCNEHaNM;

- npeAynpeauTENbHbIe

HaanucK: «Neped riprmeHeHem
HeobxoAMMD NpoYKUTaTh
MOWACHEHHYID  UHCTRYKUMIOM,
«XPAHUTE B HEAOCTYITHOM

ansa LETEN MECTE!»,
«ConepmuT caxaposy.n,
«IpUMEHATL N0 HazHaueHWo
Bpa4a.»;

- cnocob npumeHeHus: «ns
MPUEMA BHYTRL.»;
- CpoOK TOOHOCTH W YychoBswa

XpaHeHua NpUroTeBAEHHOR
CyCrieH3nu B penarumu:
«Mcrone3osats  cycneHsMio B

TeyeHue 14 aguell © momedTa
NPUroTOBNEHWA Npi cobAalbaeHMK
yenoeui  xpaHerua (ot 15 go
25°C). He saviopamusarhb!s,

- YCNOBMA XpaHeHWs;

- YCNOBWA OTMYCKa;

= HOMEP PErvcTpaunoHHOr - HOMEp  perucTpaldoHHoro

YAOCTOBEPEHUS; VOAOCTOBEPEHIR;

- WTPUX-KOL; - WTPUX-KOZ,

- Necepui; - Necepuu;

-~ €poK rogHocty  («Tosen = CPOKroaHocTu («logen ao:n);

Ao = «lpoWasegeHo:», HazeaHKe U

- «lIpOU3BEABHO!», Ha3BaHKWeE CTRaHY NPOWIBOOWTENA,

W CTpaHy NPoUsBOAUTENH; - HasBaHMWe 2 CTpaHa
BAaZentla pemcmaummmm-“ P
yADCTOREpEHUA; il

(aononnuTenwHe Ha aMraWiickom
AzbIKE);

- NexapcreaHHan dopma;

- [403upoBKa;

- «100 mr B wKamabix 5 mn
MPUTOTOBAEHHOWM CYCNEH3MM »;
- HaWMmeHoBaHWE
ASHCTBYIOWErD BellecTBa W ero
COAEPIMAHME B 3KBMBRNIEHTHOM
LEGUKCUMY KOAWHECTBE B KaMbiX
5 MA npuroToBaeHHoM cycneHany;
- criocoB MPHroTOBAEHKA
CYCMEH3NN;

- npeaynpegmTentHole
Haanucu: «lepes npdmeseHnem
Heobxoaumo npo4nTaTs
NPUASKEHHYIO HHETRYKLMIC. S,
«XPAHWTL B HEAOCTYNMHOM /18
HAETEW  MECTEl»,  «Copmepikut
Caxaposy.», «MprimeraTts no
HasHaYeHuio Bpaya.»;

- cnocob npumeHeHna: «[nn
NpHemMa BRYTPb. »;

- CPOK TOAHOCTM W YCAORMA

¥paHeHuWA MEUroTOBAEHHOR
CYCNeH3uu 8 pefaKLMN;
«licnonksopats  CycneHsuio &

TedeHue 14 pgHell ¢ mMomeHTa
NPUIOTOB/EHWA NpK cobBaoaermuu
YEnoBui xpaHenna (ot 15 go 25°C).
He samoparuBaTs!y;

= YCAIDBWA XpaHeHun;

- YCAORMA OTNYCEKA;
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= HazBaHue “ CTRaHy
Bnageneua pPerucTpaluoHHoro
VACCTOBEPEHUS;

- noroTrn gnagenslia
PErMCTPaLUOHHOTO
yoocrosepeHus  (rpatuueckos
uzobparkeHue H Haanucs

«CHEPLAPHARM» B fBe cTpoku
ByxBamu natMHCKoro andasnTa).

- moryt BTk HaHeceHb!
JABOACKUE KOAb!
yrakosKu/nepemenHan

TEXHWUecKan uHdopmaLms.
Pacnonomedwe saBoACKMX KOAOB
W NOCepUWHBIX  OaHHbX  Ha
KOMMEPYECKOM YMAKOBKE MOMET
M3MBHATBLCA.
JonoNHuTensHo HaHoCUTCA
WHGOpMaLKWA AN MOHWTOPUHTE
OBWHEHWA NBKAPCTERHHOIO
npenapata oT NRPOWIBoAWTENA A0
KoHeyHoro notpeburena,

- horetin Bnagensua
perucTpayuoHHoro

YAOCTOBEPEHUA (rpadmuecroe
nzabpamerns W HaANWeE

«CHEPLAPHARM» & pee ¢rpoku

6yHBaMK NaTHHCKoro andasuTa),

- HaHeceHbl 33BOACKME KOoAkl

ynakosku/nepemerHan

TEXHWYeCHan MHGOPMALMA,
LonoaHuTensHo HaHeceHa
uHbopMaLmMs AR MOHUTOPUHTE
[ABUMEHWUS NelapCTEEHHDTO
npenaparta oT NpoW3BoLUTEeNA A0
KOHE4HOro noTpeduTens.

SHELF-LIFE/

3 years/3 roga.

Conforms./ CooteercTeyeT,

CPOK 3 years/roaa.
FoOAHOCTH Manufactured/MNpoussegeHo:

27.01.2025

Valid till/Togex ao:

December, 2027 / Aexabpn, 2027
STORAGE At tEm\pEI’atul’Eﬁ from 15°Cto 25°C/ 'Cohforms,/ CooTBETCTBYET.
CONDITIONS/ | Npu Temnepatype ot 15°C 10 25°C. | At temperatures from 15°C to 25°C /
YCI0BHA Mpy Temnepatype o7 15°C go 25°C.
XPAHEHWA

e

o/ LnR_.l A/ ll‘

Qud{!}ﬁed Persar[(&lnonnomouenme nuua ot
ACS Dobfar S.p.A., NTAT

Date/flata 10,03)2025 Viz Lairenting Kn:;t!.?&% ; m&%ﬁ;&{gm

Signature/ nognuce b

Puafls
Dr. Fablo Romito .
Qualified Person ff
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