H@f‘,fﬁ K DIH- Fi CERTIFICATE of ANALYSIS / CEPTUGUKAT AHAZIUZA

Product / NpoaykT: Suprax®, granules for oral suspension 100 mg/5 ml/
Cynpakc®, rpanynbl 448 NPUrOTOBAEHUA CYCNEHINM ANA NPUMEHEHWUA BHYTPb 100 mr/S mn

APl Manufacturer/ Nponssoautens ADC: Orchid Pharma Limited/Opxug ®apma Nlumures
{previcusly/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxma Kemuranc aHg GapmackioTHEanc
nra)

AP! batch number/ Homep cepyi AQC: 24103312

Bulk Manufacturer/ MpovseoamTens rotosoi nek.dopmel: ACS Dobfar S.P.A/3lCK3c Jobdap
CNA

Primaty Packager/ MepsuuHblii ynakosuwmk: ACS Dobfar S.P,A/3iCu3c Dobdap C.N.A
Secondary Packager/ Bropuunblit ynaxosimy: ACS Dobfar 8.P.A/3i1Cu3c Oobgap C.MN.A

Product/Npoayxr Ne:  F10000100168

Batch/Capuia Ne: 25100427 Manufacturing date/ farta 06.02.2025
npoK3goacTea:

Date of lssue/ fata 10.03.2025 Specification/Cneupdurauns  PCQ 010351/

BLInycka: No 01.05.05

The following information is indicated in accordance to the Normative Documentation
{ND) 11 N013023/02-010610, varlations to ND # 1-7.

Cneayiolas MHGOPMaLIMA YiasaHa & COOTBETCTRNM © anmamaHoﬁ AokymenTayuei (HI)
M N013023/02-010610 ¢ usHeHUAMM K HL Na 1- 7

indicators, Specification/Cneundnkalima Results/PesynbTath
methods/Mokazateny,
MeTob!
1 2 3
Description, Conforms,
organoleptic/ Off-white to cream-colored Small granules of off-white color.
Cnucanue, small granules. Upon mixing, | Upen mixing - almost white color
opraHonenTuHecKui an almost white to cream suspension with a sweet strawberry
suspension with a sweet flavar is formed./
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CERTIFICATE of ANALYSIS / CEPTHRUKAT AHANMZA

Product / Npogyxkt: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpakc®, rpaHy/ibl 478 NPUIOTOBNEHWA CYCNEH3UN ANA NPUMEHEHKA BHYTPEL 100 mr/5 ma

APl Manufacturet/ Nponasogurens A®L: Orchid Pharma Limited/Opxug bapma Jlumnren,
(previously/panee - Orchid Chamicals and Pharmaceuticals Ltd /Opxug Kemuranc sHg, PapmackiaTirant

nTo)

API batch number/ Homep cepun AQC: 24103312
Bulk Manufacturer/ MpouasoauTents rotosoi nek.dopmel; ACS Dobfar 5,P.A/31Cu3c Nob6dap

C.JLA

Primary Packager/ MNepeuunbiit ynakosuumx: ACS Dobfar S.P.A/20Cn3c fobdap C.N.A
Secondary Packager/ Bropuydsift yriakosluyik: ACS Dobfar S.P.A/31Cu3c foGdap C.MLA

Product/Npoayst Ne:
Batch/Cepna No

Date of Issue/ [lata
BhinycKa:

25100427

10.03.2025

F10000100168

Manufacturing date/ AaTa

06.02.2025

NPou3IBoACTRa:

Ne

Specification/Cneyndurauns  PCQ 01.03.51/

01.05.05

The folloewing information is indicated in accordance to the Normative Documentation
(ND) 11 NO13023/02-010610, variations to ND & 1-7,
Cnepyrowasn MHGOPMaLIMA yrasaHa B COOTBETETBUN ¢ HopmatieHol gokymentaumei (HA)
M NO13023/02-010610 ¢ udHeHramuy K H Na 1-7,

Identity, HPLC /

NoaarBEHoETs, BIMKX

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

Bpema yoepHuEanna
OCHOBHOTO MAKE Ha
XpoOMaTOrpamme
WEMBLITYEMOrO pacTeopa

Conforms.

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

CooTBETCTBYET.
Bpama yASpIMUBAHWA QCHOBHOMD NWKa

i

Ha XpOMaTOrpamie MCbITyepBTan &7

pacTeopa cooTeeTCTBYeT Bfefis ‘—'m‘:i,y 2
~ = j

LOMKXHD COOTBETCTBOBATE anpep,enEH Wi,
BPEMEHN VHEPHMBAHUA NkKE
paduKreKHma Ha
XPOMATOrpamme
2
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BOS DDREAR CERTIFICATE of ANALYSIS / CEPTUDUKAT AHATNIM3A

Product / Npoaykr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpakc®, rpany/ibl ANA NPUTOTOBNBHUA CYCNEeH3NU AR NPUMEHEHWA gHyTpb 100 mr/S mn

APl Manufacturer/ Npoussogutens AQC: Orchid Pharma Limited/Opxuga ®apma Jlamutes,
(previausly/paree - Orchid Chemicals and Pharmaceuticals Ltd /Opxva Remmranc aug GapmackioTvranc
Nta)

AP batch number/ Homep cepun ADC: 24103312

Bulk Manufacturer/ MNponssoauTent rotosoli nex.gopmsr: ACS Dobfar S.P.A/3iCK3c Dobdap
C.ILA

Primary Packager/ Mepauyrblit ynakosuyk: ACS Dobfar 5.P.A/3HCK3c Aobdap C.M.A
Secondary Packager/ BropuuHelii ynakosuyk: ACS Dobfar S.P.A/31CK3c HoeBoap C.NA

Product/(lpoayxr Ne:  F10000100168

Batch/Cepua Ne: 25100427 Manufacturing date/ [lata 06.02,2025
APOWIBCACTRA:

Date of Issue/ Jata  10.03,2025 Specification/Cneupnduiauus  PCQ 01.03.51/

BbINYCKa! 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,

Creayowan HHOPMaLWMA YkasaHa B COOTBETCTBIM ¢ HopmaTHaHok AokymenTaumedt (HA)
M ND13023/02-010610 ¢ uznesuamm k HA Ne 1-7,

CTaHAaPTHOD PacTBOPa NPK

RONMHECTBEHHOM
| onpenensHim,
The average weight of Conforms / CooTBeTCTBYET.
the contents of the
vial / 30.3t0350¢g/ 31.9g/31,87
CpenHAa macca 07303003501
COAEPHMMOro
dnaroHa
The volume of the Conforms / CooTeeTCTBYET.

finished suspension / 60 ml / 60 ma
O6vem roToroi
cycneHsun N S
pH, Ph. RF X, 25‘*&;);4@ i q *‘:‘;h v Conforms / CooTeeTcTRYET.
potentiometrically / After T8% veofitorageata | 3.6/36
pH, M XI, temperature of 15-25°C, it
| NOTEHLWMOMETPUHECKN should have the same rate/ |
3
| AGS DOBFAR 5.p.A - Sede Logale: Visle Adretta, 4/12 - 20067 Tribiane (i) « Tel. +13.02.00895.9 - Fax +30.02 8065016 g
Seets Amannistrativar Gentro Cliezionale Colleont - V;,‘,J.-,_ Callpen 24, Palazze Poyasa ngresso 4 - 20064 Agrate Briansm (48] (/'
PVA - COMEIST - CCIAA REB4THG0TST - Cap tipe, TIVE50,000,00 - BEA. TOAEET - Reg. g, o tiilano - Monza Beiafioe - Lodh



AGS DOBEAR

CERTIFICATE of ANALYSIS / CEPTURMHEAT AHANIMZA

Product / Mpoaykr: Suprax®, granules for oral suspension 100 mg/Sml/
Cynpakc®, rparyibl 408 NPUTOTOBASHUA CYCNEHaum AR NMpUMeHeHUA BHyTps 100 Mmr/5 mn

APl Manufacturer/ Npowaeoautens A®C: Orchid Pharma Limited/Opxia ®apma umutes,

(previausly/paree - Orchid Chemicals and Pharmaceuticals Ltd /Opxun Kemuranc aHg PapmackioTiianc

Nra)

APl batch number/ Homep cepuun AGC: 24103312
Bulk Manufacturer/ NpoussoauTens roToBOH NeK.Gopmsl: ACS Dobfar §,P.A/31Cu3c [o6dap

C.NA

Primary Packager/ NepsudHsiit ynakosumk: ACS Dobfar 5.P.A/2ACu3c Oobdap C.ILA
Secondary Packager/ BropuuHbiii ynakosiupk: ACS Dobfar 5.P.A/3ACn3c dobhap C.M.A

Manufacturing date/ flaTa

06,02.2025

Product/Npoayrr Ne:  F10000100168
Batch/Cepun Ne; 25100427

NpOUAROOCTEE!
Date of Issue/ flaTa 10.03.2025

BbINYCKA:

g

Specification/Cneundmkaipn  PCO 01.03.51/

01.05.05

The following information is Indicated in accordance to the Normative Documentation
(ND) N NO13023/02-010610, variations to ND # 1-7.
Cnepylolas MHGOPMALMA YKazaHa B COOTBETCTBUN C HopmaTienoil gokymexTayueR (HA)
1 N013023/02-010610 ¢ usHeHuAMM K HA Ne 1-7,

071258045

Mocae 14 anel XpaHeHus npw
Temneparype 15-25°C
,ELDJ'!)HHD UMETh TY HE HOpMY.

Brookfield viscemeter
/ Baizkocty,
BUCHOBMMETP
Bpykdabaa

Density, 1.14-1.26g/ml/ Conforms / CooTeeTCTRYET.
Ph, REXI / 1,14 - 1,26 r/mn 117 g/ml /1,17 r/mn
MNAoTHOLTE,

ra Xl

Viscosity, 100 - 900 cps /100 - 900 cn3 | Conforms / CoareetcrayeT.

260 cps / 260 cna

Water,
Ph. RF %1, K.
Fisher meathod /

| Bopa,

Not more than 2.0% /
He Gonee 2,0%

ARG DOSFAR S.p A - Sedv Logali: Viale Addetba, 478 - 20067 Tribfsia | Tell) = Ted +20.0LYVOED2.Y - (N
Sote Amupnisiative: Canteo Dirtziofate Colivent - Viale Coifsanl 25, Palazze Pegase igiesso 3. 20364°A
PUVA - CODEIRT, - GEIAA B5BITRENTAY - Tap.Sor. E10.650.000,00 - REA, 1041431 - Red, fmp of BHana « Kl




E= L Aot N

ALS BORFAR CERTIFICATE of ANALYSIS / CEFTUBUKAT AHAMM3A

Product / NpopykT: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpakc®, rpaHynbl ANA NPUrOTOBABHUA CYCNEHINM ANA NPAMEHEHWA gHyTpb 100 mr/5 mMn

APl Manufacturer/ Npouseogutens ADC: Orchid Pharma Limited/Opxing ©apma JTAMHTES
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxia Kemuranc sHA DapmackloTURanc
Irtg)

AP| batch number/ Homep cepun AGC: 24103312

Bulk Manufacturer/ MpoussoauTesis roToBOMH nek.dopmbl: ACS Dobfar 5.P.A/2WCu3c Jobdap
C.TLA

Primary Packager/ lNepsuyrbilt ynakoewur: ACS Dobfar 5.P.A/31Cu3c Aobdap C.ILA
Secondary Packager/ BTopuuHeiil ynakoslumk: ACS Dohfar S.P.A/31Cu3c Dobdap C.ILA

Product/MpoaysT Ne:  F10000100168

Batch/Cepun Ne: 25100427 Manufacturing date/ fata 06.02.2025
npoUaEoACTEa:

Date of Issue/ Aara  10.03.2025 Specification/Crieluduxatina  PCQ 01.03.51 /

BLINYCHKE! Nz 01.05.05

The fallowing information is indicated in atcardance to the Normative Documentation
{ND) M NO13023/02-010610, variations to ND # 1-7.

Cnepyrouian MHGOPMaLLMA yKasaHa 8 COOTBETCTEMM C HopmatieHoi gorymentayueil (HA)
M N013023/02-010610 ¢ usHeHUAMM K HJ, Na 1-7.

rd X1, matog K.
duwepa
Suspension formation | Not more than 1- 2 minutes / | Conforms / CoaTeeTcTBYET,
time (suspendability), | He Gonee1—2 muH 1min /1 mun

PH. RE X1/ |
Bpems obpasceadua :
cycneHsuu
(cycneHaupyemocTs),
rd Xl
Resuspendahility, The suspension should not Canforms / CooteeTcTBYET,
Ph. RF X/ delaminate within 15 minutes
PecycrieHaNpYemocTs, . g;.‘fﬁ”ﬁfﬁi Ty
e X1

)

Microbialogical purity, Conforms / CooTBETCTBYET.
Ph. RFXI/
MukpobUonoriecKan

yucrora, M Xl

ACS DOEFAR 5.0 - Satta Lepale: Viate Avdete, 4412 - 20067 Tritmana (W) - Tol, +38.02.00693.1 - Fax +10.02. 0004506 -}
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HEH DOEEAR CERTIFICATE of ANALYSIS / CEPTU®GUKAT AHATIM3A

Product / Npoayxr: Suprax®, granules for oral suspension 100 mg/5 ml /
CynpaKc?, rpaHy/b! 40A NPUrOTOBAEHKA CYCNIEH3UW ANA NPUMEHERNA BHYTPL 100 Mr/5 mn

APl Manufacturer/ Npovasogurens ADC: Orchid Pharma Limited/Qpxip ®apma Numires
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxua Kemukanc sHa PapmaceioThranc
nNrta)

API batch number/ Homep cepun ADC: 24103312

Bulk Manufacturer/ NpoussoanTens rotosoit neK.qopmil: ACS Dobfar S.P.A/31Cu3c No6ap
C.ILA

Primary Packager/ MNepeudrsiii ynakosuyak: ACS Dobfar 5.P.A/3HCu3c Oobdap C.N.A
Secondary Packager/ BropuuHbli ynakoswuk: ACS Dobfar S.P.A/31Cu3c [obdap C.N.A

Product/Mpoayxt Ne:  FLO0O00100168

Bateh/Cepua Ne: 25100427 Manufacturing date/ ata 006.02.2025
NpPOVIEOACTBAE:

Date of Issug/ Jara 10.03.2025 Specification/Cneundurauwn  PCQ 0L.03,51/

BhIMYCHa! Mo 01.05.05

The following information is Indicated in accordance to the Normative Documentation
(ND) M ND13023/02-010610, variations to ND # 1-7.

Cnegylolas HHGOPMALUKA YKazaHa & cooTeeTcrenm ¢ HopmatieHol pokymenTaumait (HA)
M NO13023/02-010610 ¢ u3HeHmuamu K HO Ne 1-7.

Assay, HPLC / 50 - 120% of labeled amount | Conforms / Coorsercrayer.
KonuuecraeHHoe of cefixime / 90 - 120% ot 103%

onpeaeneHue, YKA3aHHOTE Ha 3TUKETKE

BIHX KoAMYecTsa LednKeuma
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