ACS DOBFAR CERTIFICATE of ANALYSIS / CEPTUDUKAT AHANU3A

Product / Mpoaykr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpaxc®, rpaHyabl 4A8 NPUroTasAeHns CYCNEH3UU ANA NPUMEHEHMWSA BHYTPL 100 Mr/5 ma

APl Manufacturer/ Mpoussoaurens AGC: Orchid Pharma Limited/Opxua ®apma Aumuresn
{previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxug, Kemuanc ang bapmacsioTUKanc

Nra)
API batch number/ Homep cepuu A®C: 24103313

Bulk Manufacturer/ poussosurens rotosoit nex.bopmbi: ACS Dobfar 5.P.A/3iiCu3c lo6¢ap

CJLA
Primary Packager/ lNepsuunblii ynakosiuux: ACS Dobfar $.P.A/3iiCuBc lo6dap C.M.A
Secondary Packager/ BropuuHbiii ynakosuuk: ACS Dohfar-S.P.A[BﬁEnacﬂcﬁgzap CINA

Product/MNpoayxr Ne:  F10000100168

Batch/Cepua Ne; Manufacturing date/ flava 05.03.2025
NpPOU3BOACTEA:

Date of [ssue/ lata  04.04.2025 Specification/Cneundurauus PCQ 01.03.51 /

BBINYCKa: Ne 01.05.05

The following infarmation is indicated in accordance to the Normative Documentation
{ND) T N013023/02-010610, varlatiohs to ND # 1-7... ) iy v
‘Crefiytouias WHbOPMaLA YKa3aHa B COOTRETCTBIM ¢ HopmartueHoii sokymeHTauueii (HA)
M N013023/02-010610 ¢ usHeHuamu K Hf Ne 1-7. S

indicators, Specification/Crneundunkatma Results/PesyabTars
methods/Mokasareny,
MeToabi
1 2 3
Description, Conforms.
organoleptic/ Off-white to cream-colared Small granules of off-white colar.
Onucanue, small granules. Upon mixing, | Upon mixing - almost white color
opraHonenTUHeckui an almost white to cream  suspension with a sweet strawberry
: suspension with a sweet flavor is formed./
strawberry flavor is formed./
: CooTtseTcrayer,
O7 noyry 6enoro ao Menkue rpaHyasbl noyru Genoro
Kpemosoro LBera menkue ugera. locne cmemimaanus
m T;EEHW&:I. Mocne ecmelwmsanus | obpasyerca CycneHaua noytu Benoro
)pasyercs cycneHsus ot 14BeTa €O CagKUM apomMaTom

nqmﬁe;lom £0 KpemoBoro | KnyGHWKY,
EJliijh WBETa € CraaknM apomatom
A HEAYBHMKY

Mifer )& S5
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§




ACS BOBFAR

CERTIFICATE of ANALYSIS / CEPTUDUKAT AHAJIMBA

Product / Mpoaykr: Suprax®, granules for oral suspension 100 mg/s mi /
Cynpakc®, rpaHynbl ANA NPUTOTOBAEHUA CYCNIEHIUM And npumenHeHns BHyTps 100 mr/5 ma

API Manufacturer/ Mpoussopurens A®C: Orchid Pharma Limited/Opxug ®apma Nummres
(previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /Opxua Kemuxanc ava dapmacboTUKaNC
Nra)

AP} batch number/ Homep cepun ADC: 24103313

Bullk Manufacturer/ MNpoussoaurens rotosoit nex.gopmbi: ACS Dobfar S.P.A/3Cu3C Robdap
C.ILA

Primary Packager/ MNepsuutbiit ynaxkosuwwk: ACS Dobfar 8.P.A/31iCudc Nobdap C.M.A
Secondary Paclager/ Bropuunbiil ynakosuyk: ACS Dobfar S.P.A/3iCu3¢ [Ho6dap C.I.A

Product/Tpogykr Ne:  F10000100168
Batch/Cepua Ne: 25100831 Manufacturing date/ flata 05.03.2025
_ NPOW3BOACTBA:
Date of Issuef flata  04,04,2025 Specification/Crieuydburayun  PCQ 01.03.51 /
BbINYCKa: Ne 01.05.05

The following information is indicated in accordance to the Normative Documentation
{ND) 1 N013023/02-010610, variations to ND # 17,

Cneayiotan MHGOPMaLMs YKa3aHa B COOTEETCTBMY C Hopmarmesoii gawmemauueﬁ (HA)
f1.N013023/02-010610 ¢ uaHeruamu Kk HA Ne 1-7. !

CTaHAAPTHOrO pacTsopa npw

pH, M X1,
AIOTEHLIMOMETPUYECKU

After 14 daysGfs storage:at a
zempemﬂ}ma{ 1*5—25 L‘, i

KonuyecTeeHHoM
onpegeneHun,
The average weight of Conforms / Caotaercrayer.
the contents of the :
vial / 303to35.0g/ 315g/315r
CpeaHasn macca Or36,3 p0350r
CONEPRUMOTD
dnakoHa
The volume of the Not less than 60 ml / Conforms / Cootsetcrayer.
finished suspension / | He menee 60 ma 60'ml /60 mn
O6bem roToBoit
CyCrieH3NN
pH, Ph. RF X}, | 2.5t04.5 Conforms / CootBercrayerT.
potentiometrically / 377137

ATS DOBFAR §.p.A. - Sedo Logale: Vidie' “Addett
Sede Amminisirativa: Centro Direzionate Calledni- Viala calfe%r 23,
P.IVA - COD.FISC. - CCIAA 05347860157 - Cafs,Soc: msm
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ACS DOBEAR CERTIFICATE of ANALYSIS / CEPTUGMKAT AHAJM3A

Product / Npoaykr: Suprax®, granules for oral suspension 100 mg/5 ml /
Cynpakc®, rpakyel ANA NPUTOTOBNEHUSA CyCHeH3UM AnA npumeHeHua suytps 100 me/S ma

APl Manufacturer/ Mpoussoautens ADC: Orchid Pharma Limited/Opxup, dapma Numuren

{previously/panee - Orchid Chemicals and Pharmaceuticals Ltd /0pxuz Kemukanc sHa dapmackioTusanc
Itp)

API batch number/ Homep cepuu ADC: 24103313

Bulk Manufacturer/ IMNpoussoaurens rotosoi sex.gopmsi: ACS Dobfar S.P.A/3iCH3c Ao6dap
C.MA '

Primary Packager/ MepsuuHbiii ynakosuyuk: ACS Dobfar S.P.A/3iiCH3c Ho6dap C.MN.A
Secondary Packager/ Bropuunblit ynakosugk: ACS Dobfar S.P.A/30Cu3c Hobdap CILA

Product/Mpogayxr Ne:  F100001001.68

Batch/Cepun Ne: 25100831 Manufacturing date/ flara 05.03.2025
NPOU3BOACTBA:

Date of Issue/ lata  04.04.2025 Specification/Creupdurauma  PCQ 01.03,51 /

BbinycKa: Ne 01.05.05

The following information is indicated in accordance to the Normative Documentation

(ND) f1.N013023/02-010610, variations to ND # 1-7. i S S e
‘Cnepyioulan UHGOPMaLUA yiasaHa B COOTBETCTBIY ¢ HopmatisHoli sokymenTaupeit (HZ)

M N013023/02-010610 ¢ usHeHuamu k HA Ne 1-7,

F'd X, metog K.
Dbuwepa
Suspension formation | Not more than 1 - 2 minutes / | Conforms / Cootsercrayer.
time (suspendability), | He Gonee 12 mun 1 min / 1. mMus
Ph. RE X1 /
Bpema obpazosanus
cycneHauu
{cycnengupyemocts),
ré Xl
' Resuspendability, The suspension should not Conforms / Cootsetcrsyer.
Ph. REXI / ' delaminate within 15 minutes
Pecycnesgupyemocrs, | /
reo Xl | CycneHsus He fomKHa
paccaguBathed B TeveHuye 15, |
M”H}'_’ i Lo ‘;‘-‘.. ) 3. WAy e . .-:
Microbiological purity, | Category 3A. / "afe;;giﬁ%?&?’f “Conforms / CooTsercrayer.
Ph. RF XI / -
Mukpobuonorudeckan
yucrora, [ X,

HHr /s 5
ACS DOBFAR 5.p.A. - Seda Legale: Viaie Addetta, 4412 - 3006 m({hmn'iugfi"r&;;iss.az,nns's:z.: - Fax +39.02.9064566
Sede Amminisirativa: Centro Direzlonale Collaoni - Viate'Coilsoni 25, Palazza Pagaso Ingressa 3 - 20864 Agrate Brlanza (MB}
PIVA - COD.FISG. - CCIAA 05847980151 « Cap.8os. 619,650, 10 ELA. 1047437 - Reg. Imp, df Mllano - Monza Brianza - Lodi
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ACS DOBFAR

Attachment / Mpunosenre 1: Additional Information for CoA of Suprax® granules for oral
suspension 100 mg/5 ml / Dononnenne Kk ceprudurary aHanusa Cynpakc®, rpaHynet aana
NPUroTOBABHUA CycneHsuu A.ﬂﬂ MPUMEHEHUA BHYTPL 100 mr/5

Batch number/ Cepus: 25 0831
We hereby confirm that the fo imvmg information is indicated correctly and in accordance with
the Normative Documentation (ND) I N013023/02-010610, variations to ND #1-7./
HactoAtm nogTeepiaaem, YTO HKecneayiowWas UHGOPMaLUMUA YKasaHa NPasULHO W B
cooTeeTcTBIM € HopmaTtusHoi gokymenTaumeit (H/) M N013023/02-010610, ¢ uameHeHUs K HA,
Ne 1-7.

Parameter / | Specification/Cneundurauus Results/Pesynbratsl
Mapamerp

PACKAGING/ Conforms,

YITAKOBKA 30,3 t035.0 g {equivalentto 1.2 g 30.3t0 35.0 g (equivalentto 1.2 g
cefixime + 4% refill) granules for oral ceflxime + 4% refill} granules for oral
suspension 100 mg/5 ml in dark glass suspension 100 mg/5 mlin dark glass
bottles with plastic screw cap. bottles with plastic screw cap,

1 vial with Instructions for use and a 5 1 vial' with instructions for use and a 5 ml
ml plastic dosling syringe in a cardboard | plastic dosing syringe ina cardbeard

box. / box./

07 30,3 go 35,0 r (axsusaneHTHo 1,2 | CooTBeTCTBYET,

r yedmreuma + 4% nepesarnanru) O130,3 po 35,0 r (3kBuBaneHTHO 1,2 ¢
rpaHyn ANA NpUrcToBAeHWA wednrcrma + 4% nepesarknagrm)
cycnedsuu ana npuema sHyTps 100 rPaHyA Ana NpuroToBnermns

Mr/S ma 8O GIaKoHaX TEMHOTO cycneHsuu Ans nprema BHyTpbL 100
CTeKAA ¢ 3asuHuYMBaloueica Mr/S mA BO $NaKkoHax TEMHOro crexna
MIACTUKOBOMN KpblWKOM, C 3a8UHYKMBalOWEHCH NAGCTUROBOM
Mo 1 paakoHy Bmecte ¢ KPBILLKOM,

- UHCTPYKUMEH NO NPUMEHEHMIO U ¢ Me 1 prakouHy smecte ¢ MHCTPYKLMEN
NAGCTUKOBBIM LO3UPOBOYHBIM A0 NPUMEHEHKIO U C NAACTUKOBLIM
wnputiem obLemom 5 M 8 [O3KPOBOYHEIM WNpuLiem oBbemom
KapToHHOW nayke. 5 M1 B KapTOHHOM MaviKe.

LABELING/ Corresponds to following:

MAPKUPOBKA | On_the bottle label in Russian | On the bottle label in Russian is

indicute: 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- pmpnetary name - International non-proprietary name
(additionally in English); .« (additionally in English};
- dosage form; ; Pt - dosage form;
- dosage:; dosage

- *100 mg In every 5 mh&f Pﬁﬁ?mmy 9100 mg In every 5 mi of PREPARED
SUSPENSION®;  E5=| |, M USPENSION"

ACS DOBFAR $.p.A, - Seds Lagais: Wa}a Mﬁ%

Sede A
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ACS DOBFAR

- TOProBoe  HaumeHosaHwe
npenapata ([ONONAHWTENBHO Ha
aHravicrom fA3bIKe) c
npesynpeauTenbHoM
MapKUPOBKOH®;

- MemayHapoaHoe
HenaTeHToBaHHoe
HaumeHoBaHWe (AoNOAHUTENLHO
Ha aHIAWACKOM A3bIKE);

- JleKapcTBeHHYIO dopry;

- DO3UPOBKY;

= «100 Mr B Ka¥abix 5 ma
NMPUrOTOBAEHHOW

" CYCMEH3MU»;

- HaumeHoBaHUE
AelCraylollero seulecTea U ero
COLEPIKEGHUE B IKBHBANEHTHOM
LehUKCUMY ROAUYECTBE B KA AbIX
5 MA NPUFOTOBASHHOW CYCTIEHSUM:
- cnocob npumeHedus: «an
npuema sHyTpb»;

- npeaynpeauTenbHeie
Hagnuvcy: «CofepMuT caxaposy.n,
«MpUMEHATE N0 Ha3HayeHuio
BpaYa.», «XPAHUTb B
HEQOCTYNHOM  ANA  [ETEW
MECTE!», «llepes npumeHeHUem
Heobxoaumo npoYmnTaTh
MPUNOMEHHYIO  WHCTPYKLMIO.D,
«TpUroToB/ieHUe CcycrneHauu - B
COOTBETCTEWM C YKasaHWaMH 8
npuaomeHHoH WHCTRYKHMK.»,
«[lepes, npumeHeHuem roTosylo
CYCTEH3UI0 TWATEABHO
B360ATATL.;

- YCNOBUA XpaHeHuUs,;

- YCNOBWA GTRYCKA,

- CPOK TOOHOCTU W YCIOBMA
XpaHeHus npwrmgmeﬁuaﬂ
CYCreH3 I
«Mcnonhsosam

ﬁ%:smumﬁ%\

Y

- Toprosoce HaumeHosaHWe
npenapara (AONOAHUTENBHO Ha
SHITIAHCKOM A3bike) c
npeaynpesuTensHol
MapKMpoBKoit®;

- MeXayHapoaHoe

HEnaTeHToBaHHOe HauMeHoBaHWe
{HONONHUTEABHO Ha aHrAUKCKoM
A3bIKe);

- AeKapcerseHHan dopma;

- JilexiZiola]:EH

- «100 mr B Kamgasix 5 mn
MPUrOTOBAEHHOW CYCTIEH3WMWy;
- HaUMEHOBaHUE
felicTBylowero  BelecTBa U ero
cofiepRaHue B SKBMBAAEHTHOM
uepuKCUMY KOIMUECTBE B KamAabIX
5 MA NPUTrOTOBAEHHOM CYCREH3MU:
- cnocob npumenenus: «fna
npuema BHyTpbY;

- npegynpeautenbHblie
Hagnueu: «COMePIKUT Caxapoay.y,
«[pUMeHATb MO HasHa4YeHUKo
Bpaya.», «XPAHUTL - B
HEAOCTYMHOM  ANf  OETER
MECTEl», «llepesi npumeHeHWent
Heobxoaumo ApoYUTaTL
NPUACHKEHHYIO UHCTPYKLWIO.»,
«[lpurorosneHue cycneHaud - B
COOTBETCTBAM C  YKasaHUAMM B

NpUNOKEHHOH UHCTRYKLAK.Y,
«lepes NpPUMEHEHUEM TOTOBYIO
cycneHsuo TUATENBHO
B3GonTaTh.»;

- YCNOBUA XPaHEHUs,;
- YCNOBWSA OTMYCKa;
- CPOK FOAHOCTH W ychnosksa

XpaHeHun npuroToBreHHol
cycneHsuu B peaakLunu:
«lcnonbsdBath  cycneHsuio B

TeyeHue 14 aHeld ¢ MOMEHTa
TPUroTOBAGHUA NpW coBnloaeHum

ACS DOBFAR S.p.A. - Sade Legale: vm&(pweamms +120087 Tyibiang (Ml'} Tel. #39.02.90693.1 « Fax +39.02.9064566

Sede Amminisirativa: Cenira Direzionals ©
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ACS DOBFAR

"KEEP QUT OF REACH OF CHILDREN P
“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
warding: “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;

- registration certificate number;

- barcode;

- batch number;

- expiration date ("Best hefore:");

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

- hame 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),

- 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
monitor the movement of the medicinal
praduct from the manufacturer to the

_end user. /

Hda kapmokroil nayke Ha pycckom

fi3blKe yKassiegiom:

suspension; - warning labels: "Before use,
read the attached instructions.”, "KEEP
OUT OF REACH OF CHILDRENI", "Contalns
sucrose.", "Use as directed by a doctor.”

- methad 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;

- registration certificate number;

= barcode;

- batch number;

- expiration date ("Best before:");

- "Manufactured by:", the hame and
cauntry of the manufacturer;

- hame 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),

- 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, /

ACS DOBFAR 8.p.A. - Sada Legale: Viale Addatta, 4712 %
Seds Amministrativa: Cenira Direzionala Collaoni - Viale Cof :
P.VA - COD.FISC. - CCIAA 05847860151 - Cap:Sac, €19.650.000,00 - R.E.A, 1041437 Reg.

-  TOproBOe  HaumeHosanWe | Hg xapmonmoll nauxe wa pycckom
npenapara (AONOAHUTENLHO HA | ganke VKO3GHO:

aHrauiicKom Asbike) € | - Toprosoe  HaumeHosaHMe
npeaynpezurensHoit npenapata (RONOAHWTENbHO Ha
MapKUPOBKOH®; el Padrauiickom A3biKe) c
- MeapRpomine | npénynpeayrensoit
Henatewrosannoe  fo 0 f MaPKUPOBKaI®;

HaumeHosaHue (,qonp;_r_le_t__men?_ P70\ Smex ayHaposHoe

Ha aHrnidckam asbikel; = | 10 /)|, HENaTeHTOBaHHOE HaUMEHOBaHMe
- nexapcrseqnyiodopmy; |0

h
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ACS DOBFAR

- Ha3saHue " cTpaHy - noromun BAafeNsUa
Brafjensla  perucTpauMoHHoro perucTpaunoHHoro

yaocTosepeHus; yAoCTOBEpEHMA {rpaduyeckoe
- noraTun 8aagenbUa usobpaxenue u Hagnucs
perucTpauMoHHoro «CHEPLAPHARM» B pge cTpoku

yaocrosepeHus  (rpaduyeckoe
u3obpameHue “ Hapgnues
«CHEPLAPHARM» B ABe crpoku
GyKkBami naTHCKoro andasuTa).
= MOIYT  BbiTh  HaHeceHh!
3aBogcKue KOoAbl
yrakosku/nepemeHHan
TeXHUYECKan uHdopmatius.
Pacrionomenue sasoackux Kogos
M nocepuitHbiX  AaHHbIX  Ha
KOMMEPYECKOM YNaKkoBKe MOMET
WU3MEHATLCA.
HonoaxutensHo HaHocuTes
MHPOPMALIUA 413 MOHUTOPUHTa
LBUMEHUR NeKapcTBEHHOrO
npenapara ot NpousBoAKTENs A0
KOHeYHoro notpeburens,

Byksamu natuHckoro andasura).

= HaHeceHsbi 3dBOACKHE  KoAb!

YRaKkoBKu/nepemeHHan

TeXHMYecKas UHpopmaLina,
dononnutensHo HaHeceHa
uHGOPMALMA ANA MOHUTOPUHTa
OBUKEHWA NeKapCTBEHHOTO
Npenapara or Npou3BOAUTENA A0
KoHeuHaora notpebuTens,

SHELF-LIFE/ 3 years/3 ropa.

Conforms./ Cootsercrayer,

CONDITIONS/ | Npu TemnepaType ot 15°C 80 25°C,
YCAOBKUA
XPAHEHMA

.CPOK 3 years/ropa.
rOAHOCTH Manufactured/TMpousseseto:
05.03,2025
Valid till/Togen po:
February, 2028 / ¢pespans, 2028
STORAGE At temperatures from 15°C to 25°C / Conforms./ Coorseércrayer,

At temperatures from 15°C to 25°C/
Mpu Temnepatype or 15°C o 25°C.

Qua @%’%ed Persan{zyncmﬂommen Hoe iy JoANHCs
Via Laurention Ko, 24,730 - 00071

Signature/ nognuce Dr. Febio Romito f’ '

Qualified Person
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