ACE DOBEAR

CERTIFICATE of ANALYSIS/ CEPTUDUKAT AHAAM3A

Product: Supraxe®, capsules 400 mg No 6 / Mpoayxr : Cynpaxce, Kancyns 400 mr Ne 6

APl Manufacturer/ Mpoussogpren

APl batch number/ Homep cepun A®C: 24102580

Bulk Manufacturer/ Mpous

CnA

Primary Packaging/ MNepsuynisii
Secondary Packaging/ BroputiHe

b A®C: Orchid Pharma Limited/Opxua ®apma Numuren
BoAuTens rotosoi nek.dopmsi: ACS Dobfar 5.P.A/3MCu3c Lobdap

ynakoeuk: ACS Dobfar S.P.A/94Cu3c Hobdap C.nA
i ynakoswmk: ACS Dobfar S.P.A/30Cu3c flo6dap C.n.A

Product/Mpoaykr Ne:  F1002121

Batch/Cepun Ne: 24103565 Manufacturing date/ 22.10.2024
Hara npouseoacTsa:

Date of Issue/ 31.01.2025 Specification/ PCQ 01.03.56

Java seinyeka:

Creundurats Ne:

The following information is indicated in accordance to the Normative Documentation

(ND) N013023/01'-220722¢ variation 2/

Creayiowan uHdopmarua yKa3aHa

MN013023/01-220722, ¢ Y4eTom UsmeHeHUs 2

B cooTBETCTBMY ¢ HopmaTisHol

AOKYMeHTaLmed (H)

Onucanme,
BU3YAALHLIN

| Koa, H808. P

purple cap and white body, the
contents of the capsule are a
yellowish-white mixture of powder

-and granules. The code H808 is

applied to the capsules with edible

“ink./

Teepawle Kancynsl pasmepom «O»

. C PUONETOBOM KpbileuKos u
- Benbim Kopnycom, cogepsmimoe
| KaNcynbl entosaTo-6enas CMech

NOpoLLIKa U rpanyn. Ha Kancynsl
NULUEBLIMY YePHUAGMU HaHeC

AN

Indicators, Speciﬁt:atfon/Cneuwénu«aum- Results/Peaynvrarss
methods/Mokasateny,
METOAR!
1 2 3
Description, visual/ Size "0" hard capsules with a - Conforms.

Size "0" hard capsules with a
_purple cap and white body,
the contents of the ca psule
are a yellowish-white mixture
of powder and granules. The
code H808 is applied to the
capsules with edible ink./
‘Cooteercrayer.

Teepasie Kancysbi pasmepom
«0» ¢ puonerosoli
KpbilieyKkoid 1 Genbim
KOpTycom, cogepmunoe

fKancyasl weatosaro-6esan
| emées nopouka n rpayn. Ha

I
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ACS DOBEAR

CERTIFICATE of ANALYSIS/ CEPTUGUKAT AHAJIM3A

Product: Suprax®, capsules 400 mg N2 6 / Mpoaykr: Cynpakc®, ka ncynsl 400 mr Ne 6

APl Manufacturer/ Npoussogurens ADC: Orchid Pharma L

AP batch number/ Homep cepun AGC: 24102580

Bulk Manufacturer/ Npoussogurens rOTOBO NeK.popMmbl:

C.nA

imited/Opxua Gapma Numures

ACS Dobfar 8.P.A/3iiCu3¢ Lo6dap

Primary Packaging/ Nepsuuusiii yna kosunk: ACS Dabfar §.P.A/9HCn3c Hobdap C.n.A
Secondary Packaging/ Bropuybiii ynakosuiuk: ACS Dobfar S.P.A/3iiICu3c No6dap C.n.A

Product/Tipogyxr Ne:  F1002121

Batch/Cepua Ne; 24103565 Manufacturing date/ 22.10.2024
Hara npouasogcrea:

Date of Issue/ 31.01.2025 Specification/

Aara sbinycka:

The following information is indicated in accordance to

Creundurama Ne:

(ND) M N0O13023/01-220722, variation 2/

Cnepytouian usdopmauma yrasaHa 8 cooTseTeTsmy ¢ Ho

1 N013023/01-220722, c yueTom uameneHms 2

PCQ 01.03.56

the Normative Documentation

pmarieHOl AokymerTamed (HA)

Average weight and
mass uniformity
Ph.EU. or Ph RF/
CpepHas macca u
OAHOPOAHOCTS MacChi
Esp. Papm., Md PO

 The average weight of the contents

of the capsule/ CpeaHasa macca
COAEPHUMOTD KAMCYIbI:

470.0 to 520.0 mg;/oT 470, 0 go
520,0 mr;

18/20 capsules - no more than +
7.5%; 2/20 capsules - no more than
+ 15%,

18/20 wancyn - He 6onee + 7,5%;
2/20 kaneyn — He Bonee + 15%.

Conforms./ Cooteetctayer.

479.9 mg /479,9 mr;

18/20 capsules - no more than
+7.5%; 2/20 capsules - no
more than * 15%.

18/20 kancyn — He Gonee +
7,5%;

2/20 kancyn — He Bonee
15%,

Dissolution,
Ph.EU. or Ph. RF/
Pacteopetue,
Esp. ®apm., P P

 content of cefixime should be

At least 75% (Q) of the declared

released into solution in 30
minutes./

He meHee 75% (Q) ot sassneHHoro
copepRaHun A’:‘gedmucmgﬁg BOMKHO
BbICBOBOQMTECH & PacTBopepes

Conforms./ Cooteetcrayer,
105 %
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Attachment/ Mpunomenuel: Additional information

fAononHexue K cepruurary aHanmsa Cynpaxc®,

Batch number/Cepus: 24103565

for CoA of Suprax®capsules 400mg/

Kancynwi 400 par:

Parameter/ | Specification/Cneunduraumn Results/Pesynbratsi
flapamerp
PACKAGING/ | Primary: 6 capsules in a PVC / PVDC | Conforms.
YTIAKOBKA / aluminum foil blister. Primary: 6 capsules in a PVC / PVDC /
| Secondary: 1 blister with instructions | aluminum foil blister,
for use in a cardboard box./ Secondary: 1 blister with instructions
llepeuyras: no 6 kancyn B 6ancrepe | for use in a cardboard box./
13 MBX/NBAX/aniomuHuesoit CootseTcrayer.
donbru. fepeuynas: no 6 kancyn s 6aucrepe
Bmopuuroa: 1 6nuctep ¢ w3 NBX/NBAX/aniomurnesoii donbru.
- UHCTPYKLMEN NO NpUMEHeHMIo B Bmopuutas: 1 6nucrep ¢
KapToHHOW nauke. WHCTPYKLMEI MO NpUMEHeHMIo B
: HapTOHHOM nadke.
LABELING/ ' Corresponds to following:
MAPRWUPOBKA | On the blister in Russian indicate: On the blister in Russian are indicated:

- trade name of the drug with 2
warning label®;
- International non-proprietary
name;
- dosage form;
- dosage;
- logo (graphic image and the
inseription "CHEPLAPHARM® in Latin
letters) of the owner of the
registration certificate:
- series number;
- expiration date in the format:
“MM/YYYYY,
- internal factory codes/variable
technical information may be
indicated./
Ha bnucmepe Ha pycckom gasike

yrassisaom:
e TORroBoe HameHoBaHue

npenapara ¢ npeAyrpeauTeNsHol
MAPKUPOBKOIA®;

- trade name of the drug with a
warning label®;

- international non-proprietary name;
- dosage form;

- dosage;

- logo (graphic image and the
inscription "CHEPLAPHARM" in Latin
letters) of the owner of the
registration certificate;

- series number;

-~ expiration date in the fsrmat
"MM/YYYY";

- internal factory codes/variable
technical information are indicated./

CooTBeTcrayer cneaylouemy:

| Ha 6aucmepe Ha pycckom asvike

yKasaHo:
. TOprosee HavmeHoBaHWe

nNpenapara c npeAynpeauTenbHoi
MapKUPOBKOIAY;

= MeMaYHapoAHoe - MeKayHapoaHoe
HENaTeHTOBaHHOe H&MM&HoéaHue HenaTeHTOBAHHOE HaUMEHOBAHME;
- AeKapeTBeHHYIO rbopmy, Er iy ABKAPCTBEHHAA dopma;

- AJ03upoBKy; < g _' <. BO3uposKa;

- noroTUn (rpadamecﬂoe T . nerotun {rpaduueckoe

usobpamexne v Haanues o
«CHEPLAPHARM» SW@MW'
naTuHcKoro andasura) BAafenbua

naoﬁpameﬁwe W HaANWCh

: «CHEPLAPHARMs} ByxBamu

nazm-n:ﬂoro andasuTa) Bnagensua

pemt:rpauuauﬂoro YADCTOBEpEHUA;

perucTpaumoHHoro yp,acrosepéﬂﬁ i3

A g




The location of factory codes and
serial data on commereial packaging
may vary.
- Informatien to monitor the
- movement of the medicinal product
from the manufacturer to the end
user s applied./

Ha xapmonHoi naywe na pyccrom

&3&KEEK&3N&G&FH;

TORrOBOE HaUMEHOBaHWe
npenapara (40N0AHUTENBHO Ha
aHIIMACKOM A3bIKe) ¢
npeaynpeaurensHoil
MapKUPOBKO®;

- MeXKAYHapoaHoe
HenaTeHToBaHHOoEe
HanumeHoBaHue (AonoAHUTENBHO Ha
aHrnmiickom saasike);

NeKAPCTBEHHYIO dopmy;

AO3UPOBRY (HONOAHUTEABHO Ha |

aHIAMIRCKOM AskIKe);

KOAMYECTBO Kancyn B ynaxkosxe; |

HazsaHue 1 copepmanue
AelicTByiowero BewecTsa s
Kancyne;

YCNOBUA XpaHeHHs;
YCNOBUA OTNYCKa;

cnocob npumenenns («na
npuema sHyTpb);
npeaynpeauTensHble Haanucu:
«XPAHWTB B HEAOCTYITHOM
ONA QETER MECTE!,
«TIpUMeHATs No HasHaveHuo
Bpaya.», «flepes
ucnonbaosaHuam
O3HAKOMBTECH € MHCTPYKLMEH
no AplmeHenuio, »; «Coaepmut
KpacuTens AzopybuH £122,x;
paclndpoBKy nepemeHHsIX
AaHHbIX 8 peaakumm

4{10); Cepusn, «(17) f‘o,a:en Aoy,
«{22)SN»n;,
HOMEp cepun /(ﬂeme fc(m %

CPOK rogHoCTH '-inomg «j 17}»), : 1

SN (nocne «f2 }ﬁ}'-.. V.

«!‘I po;«sse,a,eao.s HaSBaHue

from the manufacturer to the end
user is applied./

Ha rapmonroi nauxe ng DYCCKOM

A3bIKE YKA3THO:

-

= MeXAYHapoaHOe
HenaTeHToBaHHOe
{@ononnurensHo Ha aurauiickom
A3biKe);

-

! SN (nocne «(21)»);

TOpfOBoeHaHMEHOBEHMe
npenapara (BononHuTenbHO Ha
aHFAuitckom s3sike) ¢
npeaynpeanTenbHok
MapKUPOBKOI®;

HaumeHoBaHue

NeKapcTeeHHan dopma;
B031pOBKa (AONONHUTENABHO Ha
aHTMIACKOM A3biKe);
KONMYECTBO Kancyn 8 ynakoske;
HasBaHue 1 cogepwarnne
AeficTyiowero pelliectsa B
Kancyne;

YCOBUA XpaHEHUA;

YCNOBUR OTNYCKa;

€noco6 npumerenus («fina
nprema BHyTpb»);
npeaynpesuTensHbie Haanucu:
«XPAHWUTb B HEAOCTYMHOM
BNA OETEW MECTEL,
«TTPUMEHATD M0 HABHAYEHMIO
Bpaya.», «epen
MCNOALIOBAHUEM 03HAKOMBTECH.
€ UHCTPYKLUMeN no
npumMeHeHuio.»; «CogepsiuT
Kpacutens AsopybiH £122.»;
paclundposry nepemeHnbIx
AaHHBIX B peaaKLuK
«(10):Cepunn, «(17):fopen 40,
«(21)SN»;

Homep cepuu (nocne «(10)s);
CPoK rogrocTu {nocae «(17)»);

«GTIN:»;
«Mpoussegeno:», HasBaHue u
CTpaHy npoussoauTens;

CTpany npomahp,qmend” CE




