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CERTIFICATE of ANALYSIS/ CEFTUGUKAT AHANUZA

Product: Suprax®, capsules 400 mg N2 6 / Npoaykr: Cynpakc®, kancynsl 400 mr Ne &

APl Manufacturer/ Mpoussogurens ASC: Orchid Pharma Limited/Opxua dapma lumnres
API batch humber/ Homep cepun ASC: 23103309/23103310

Bulk Manufacturer/ MpoussoauTens roToBoil nex.dopms: ACS Dobfar 5.P.A/3ACu3c [o6pad

C.nA

Primary Packaging/ Mepsuutblii ynaxkosiuk: ACS Dobfar 5.P.A/3HCu3c obpad C.n.A
Secondary Packaging/ BropruHblii ynakosiuuk: ACS Dobfar S.P.A/31iCu3c fobpad C.n.A

Product/Tpoaykr Ne:  F1002121
Batch/Cepuna No: 24101404 . Manufacturing date/ 11.04.2024
‘ [Lata npoWasoacTea;
Date of Issue/ 03.06.2024 Specification/ PCQ01.03.56

Jata BeinycKa:

Creuddiranma Ne:

The following information is indicated in :ac«:c;rdance to the Normative Ducurnentatian
(NDJ 1 NO23023/01-220722, variation 1/
Cnenytowan MHPOPMALWS YKa3aHa B COOTBETCTEIN C HDPMETMEHOH ,u,mwmeﬂmumem (H,EI,)
M N013023/01 220722, cy4eTom uameHeHna 1 :

OnucaHue,
BU3YANLHBINA

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./

Teepakie Kancyasl pasmepom «0»
¢ duoneToeol KpLILWEYHONA W
Benbim Koprnycom, cofgpHiimos
Kancynel enTosato-6enan cmecs
NopoLLKa W rpady. Ha Kancyiel
MULLEsEIMK HepHUAZMM HaHeceH
Kog HEO0S.

Indicators, Specification/Cneundukauma Results/Pe3ynetaTsl
methods/Mokasateny,
METOAbI
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 capsule
are a yellowish-white mixiure
of powder and granules. The
code H808 is applied to the
capsules with edible Ink./
CooTaeTcTBYET.

TeepAbie Kancynbl pasMmepom
«0» ¢ huonetosoi
KoblwedKoWl 1 Benbim
KOPFYCOM; COAEPMHUMOE
HEnC‘,(ﬂbl menmsam ﬁenan

ACS BOBFAR B.p.A. - Sede Logale: Visle Addeits, 4/1% - 20067 Tritiano (1)} 7
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ALS DOBFAR CERTIFICATE of ANALYSIS/ CEPTUGUKAT AHANMSA

Product: Suprax®, capsules 400 mg Ne 6 / Npoaykr : Cynpakc®, kancynsl 400 mrNe 6

AP Manufacturer/ Mpouseogutens ADC: Orchid Pharma Limited/Opxug dapma Mumutes

AP batch number/ Homep cepuu A®C: 23103309/23103310

Bullk Manufacturer/ MponssognTens rotosoi Aex.dopmei: ACS Dobfar S.P.A/31iC3c Nobpad
C.n.A

Primary Packaging/ MepauyHsiif ynakoswmk: ACS Debfar 5,P.A/3%Cu3¢ foBpad C.n.A
Secondary Packaging/ BropuuHbii ynakosiuk: ACS Dobfar S.P.A/3#CK3¢c Nobpad C.n.A

Froduct/Mpoaysr Ne:  F1002121

Batch/Cepua Ne: 24101404 Manufacturing date/ 11.04.2024 ‘

[ata npon3soacTea;
Date of lssue/ 03.06.2024 Specification/ PCO01.02.56
[ara seinyeka: Cneynduraums Ne: j

The following information Is Indicated In accardance to the Narmative Decumentation : i
(ND) N NO13023/01- 220722, variation1/ s |
Cne,u.ymu.‘aﬂ vhdGopmaLMa- yKasaHa B COOTBETCTBUN ¢ HopMHTMBHuu AorymerTaumed (H)
l'l N{]13023/D:I. 220722 cwa"ronn MameHeumal : o ;

Identity, HPLC/ The retention time of the main Conforms,

pezk on the chromatogram of the | The retention time of the main
test solution should correspondito | peak on the chromatogram of
the retention time of the main the test solution corresponds
peak on the chromatogram of the | to the retention time of the
cefixime standard solution when peak on the chromatogram of

quantified./ the cefixime standard
solution./ ’

CooTBETCTRYET. 1‘

MopnuHHocTe, B3MX | Bpems yaepKMBaHMa OCHOBHAOro Bpema yaepmuBaHua ;
nvKa Ha XpomaTorpamme OCHOBHOMD NKa Ha i
WENLITYEMOrO pacTBopa [OAMHD Xpomarorpamme WCnbsITyemoro i
COOTBETCTBOBATL BpemaHi PACcTBOPa AOAMHD
VASPHMBAHKWA NMKa Ha COOTBETCTBOBATL BPEMEHHU !
KpomaTorpaMme CTaHaapTHore YOEPUBIHWUA MK Ha |
pacTeopa LUeduKeMma npu XpomaTorpamme 3
KOAUYECTEEHHOM OnpegeneHnn. CTAHAAPTHOrO pacTeopa i
uedrKcuma
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