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CERTIFICATE OF ANALYSIS

CEPTHPIKAT AKQCTT

Product names

Haszea npodyrmy:
Pharmaceutical form,
package type and size:
Jixapcoxa Gopma, mun ma
PO3MID YRAKOGKU.

Dosage / potency:

Loza / cuna Oii:
Registration certificate:
Peccmpanitine noceiodenis:
Batch no.:

Ne cepil.

Batch size:

Posmip cepit:
Manufacture date:
Hama eupobruymea:
Expiry date:

Tepmin npudammuocmi.

Manufactured by PharmaVision San, ve Tic. AS.
Location: Davutpasa Cad. No.145; Topkapi, Istanbul, Turkey.

License: TR/UY/EGZOM {

Bupotneno: apmabinsn Cau, e Tigw, Adlle

MiGuBBIiB.XGB}KeH}Iﬂ Jtanyrnama Tcan: Nel4S, Tonxari, CramGyn, Ty peyUHa
Tlinersia: TR/UY/2020/4-0

No. 2384003

RODINIR

/g O,ZZHHIP
hard capsules of 300'mg, 10 capsules in a blister, 1 blister in a carton box

Kancyny meepdi no. 300 m2, no 10 kancyn y.onicmepi, no 1 dnicmepy y Kapmonnii
Kopooui

Cefdinir 300 mg
Ledhounip 300 ma

Ne UA/17831/01/01
2384003

28 170 packages/ynaxogox
09.2023

08.2026

TEST
I omsmmu arocmi

Hopm_yeanmz | o Pesymvmam

Description
3oenininiti euznso

‘Hard gelatin capsules, size No.1, grey | Conform

| colored body, black colored cap, | Bionosioae
| containing white to light yellow powder
Teepoi oicenamunosi xancyn, posmip Ned,
| Kopnyc cipozo KONbopy, KPUULEHKd
YOPHOZO KONBOPY; WO MICTAMG NOPOHIOK
| 810 Binozo do caimno-sicosimozo KORLOPY

Identification
Toenmudhivayin
cefdinir

-titanium dioKide
- mumany 0ioxcuo

Thefreteutign time of the principal peak In E i,
the chromatogram obtained from sample | Bisnpgidae
solution should correspond to that of the |
standard solution in the assay

Hac ympumysanis OCHOGHO20 niKy Ho
xpomamozpami  SURPOBYEaHO20 POIUUHY
| amae gidnosidamu MAKOMY HA

| xpomamoepami cmandapmnozo posyuny 6
X00! KINBKICHO20 CUBHAUCHHS]

.O_ran ge-red color is obtamned Conforth

3 AGRAELCS NOMAPUHHEBO-HEPEOHE Bidnogidae
3abapenenHs

Water
Booda

[ Not more than 4.0% T T 2.4%
He 6zjzbme 4,0%

Dnsmtegmtmn
Posznaoanns:

Not more than 15 mm T 8 min (xe)
He binvuue 13 xs

Average mass of
content

capsule

360 mg+ 7.5% (333.0—387.0mg) | 362 mg (m2)
| 360 Me £ 7,3 % (333, 0— 387, 0m2) . o
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M:mr{)'acmred by PharmaVision San. ve Tic, A5,
Location: Davutpasa Cad. No.145, Tﬁpkap;, Istanbul, Turkey

Licénse: 'I‘R/UW" 020/4-0

Bupotnenp; Papmabinn Cax, e Tigos, AL

Mictesnaxomuerna; Jasyrnawa Joras. N0145 Tonxani, Cramys, Typedunua
Minerain: TRAU ¥/2020/4-0

Cepedns maca MICHY Kancymy .

Uniformity of mass
Qonopiounicme Macu

TNot more than 2 of the iifndivi.dzuia’l. masses

deviate from the average mass by more
thai 7.5% and none-deviates by more than
15%

He Ginvtue. 2 inOUGIOYaNsHUx MOC

gidxungIonbCa 810 cepednuol macy Binvld
wioie Ha 7,5%:; 1 1COOHA 3 HitX HE

szc')xzwzcnwcx Binviy nizie na 13, (M:

C-'ornfmfm.
Bionoeioae

Uniformity of dosage units
Qoropionicms
00306aHUX OOUHUYY

Acceptance value (AV) should meet the

requirements
Hpuiinamne snavenns (AV) mae

manoezc)amu BUMO2OM

Conform
Bionogioge

Dissolution
Pozuunenna

Not less than 85.0% in 30m muies |
He menwe 85,0% uepes 30 xeunui

96 %

Assay
Kinsxicruuit emicin

Cefdinir

| yepOunipy

285.0 — 315.0 ig/capsule (wz/ kancyny)

297.9 mg/capsule (we/ xancyny)

FYSP T T

Related substances
Cynpogioni QomimKn

dmpurity €, I, K, M, 3 and

unknown impurity
- Oomimwika C, 1, K, M, 3.1
HEIQeHMUQIKOBAHA DOMIWIK

-impurity ¥
-~ Qomiuixa F

-impurity A, B, L, 2
- Qomimra 4, ,-B, iy 2

-impurity D, E

- QOMIULK .D, E

-impurity N
- Qomiuika N

-impurity I, (O,P)

- Qomiwera J, (O, P)

-impurity G,H
- domiuxa G H

-total impurities

1 NMT 1.2%

NMT 0.2%

| He 6inowe 0,2 %

NMT 0.3%
He Ginvute 0,3 %

NMT 0.5%
He 6invwe 0,5%

NMT 0.7%
He 6invuie 0,7 7

He 6invtiee 1,2 %

NMT 1.0%
| He éinvute 1,0 %

- He 6invute 2,5 20

NMT 5.0%

He Binowe 5,0 %

¢, K, M, Unknown impurity -
| -=:LOQ

¢, K, M, Heidenmudrikosana
QOMITUKC ~ < MEDICA KINLKICHOZ0

=,62£3?-zaueu}tﬂ
I, 3 - Not detected
I 3~ He quasnexo

Not d_é’te’cted
Fle gusignieHo

A, 2 - <LOQ
A, 2« < Meata KibKICHO20

| BUSHAYEHH
| B-02%

[, - Not detected
L - He qusignerno

D - < mesica KinoKIicHo2o
GUSHAYUCHHS
E-02%

0.2%

0.2%

0.8%

- BCBLO2O OOMIMOK
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 Manufactured by PharmaVision San. ve Tic, A,S.
Location: Davutpasa Cad. No.143, Topkapi, Istanbul, Turkey
License: TRIUY/2020/4-0

il PharmaVision o - , |
Bipotaenp: Dapuabimn Can, se Tigas, AdLL
Micueasaxonesus: Jasyrnama xan, Nel43, Tonxani, Cramfyn, Typedyuua
Tinesain; TRAUY/2020/4-0

Microbiological quality | - e ———
Mixpotionoziuna
UUCIOmA

- total bacterial count: |
-BOANLHA  KiNLKICb  (epOOHUX
MIKDOOP2OHIZMIG

< 10° CFU/g (KYO/2) <10 CFU/g (KY0/z2)

- total fungi count <10 CEU/g (KYO/2) <10 CFU/g (KY0/z)

~ 3USANBHA KiMLKICHTb 2pibie
Absent/g Absent

- Escherichia coli A 3 Ahaedil
Bidcymnite | | | Biocymmi o

I do hereby certify that the abovementioned data are trustworthy and aceurate. This product baich Is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufuciuring site
in full conformity with the GMP reguirements, established by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine, The protocols of
manufactire, packaging and analysis are reviewed; conformily with the GMP is established.

Llum s 3ac6i04yIo, 1o: -nep_egéaxaeazm Buuje. irzd)'bpmz;w ¢ docmosipron i mounoio. L cepis npodyxyii Gyna

BU0MOBREHA (BKIIOYAIOY Y NARYEAHHS-/ MAPKYSANNS) 3 f?zpoaeaemmz_‘!z'c;cimmpo;zm AKOCHI HA SULCBKABAHIT 8upObHUYIl
iUyl 6. neGHiN Gionogionocni 3 gUMozaMU GMP, ._ssc_mzma;rze‘u zwz{'__p'éeymmapmwf-.opeaﬂomt Typeyuunu, & MAKoC y
gionogionocmi 3i cneyuirayicro i memodamy KOHMPOMO AKOCHL (MKA), sapeecriposanumy 6 Vrpaini. Ipomoxronu
SUPOBHUYMBY, YHAKOBKY WA AHAAI3I6 By nepeznsiymi ma scmanoeneno sidnosionicns GMP.

Surname and position of person; approving buatch release to market -szi@ -C’afzz_‘mz_ Manager: Gainze Erdenoz
Ipizsuwe ma nocdoa / 36drHs ocobu, Menedoicep BKA: I'amsa Epoenos
KA BUOANA Q0361 HOLBURYCK CEPIL

PharmaVision

Sanayi ve Ticaret A.S.

Signature and date, stamp o
[Tionuc ma dama nidnucanns, neuamra /wmemn.  10.10.2023

Pharm 2 Vislon

Sanaylve 1108TEL A







