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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI
Product name:

Hesea npodvemy:
Pharmaceutical form,
package type and size:
Jixapewra popata, muir md
POBMIP VRAROGKU

Dosage / potency:

Hoza / cuna it
Registration certificate:
Pecempayitiie ROCGIONCHIA
Batch no.:

No cepit:

Batch size:

Poszvip cepil:
Manufacture date:
Jama supodiymed:
Expiry date:

Tepatin RPUOAnIHOCIN.

TEST
TTorasnunu SR

Hebisopng, Ne312200260_Crpanuua_1.jpg

Muanufuctured by WORLD MEDICINE HLAC SAN VE TIC. AR,
Location: 18 Tenows Mahallesi Cami Yolu Caddesi
No S0 Gunesh Bageilar Istanbul, Turkey
License. TR UY-2019 122 -

Bupodaeno: YORLL ME THIHH LAY CARL lll"'."l'l,l'/l(. AJLL
Micnesaxoasctin 3 Teamys Maxamemni Jlkasi Mooy Jiwaieet
No30 L opeuun B srizap/CTandy . Typeniniia

Sinersion: TRAY2019:12-2

No.40000009970

NEBIWORLD
HEBIBOP/IA

tablets 5 mg, 14 tablets ina blister: 2 blisters together with a leaflet in a carton box

madaemsy no 5 oae, no 14 madaemox v Gaicmepi’ Ho 2 daicmiepu pazoy 3

incmpyryicio Qs MeOUNOI0 3ACMOCYEANHA Y Rapmoniin rOpOOY

nebivolol (as nebivolol hydrochloride) 5 mg
nebiconon (v hopani HEOIGVI0.1Y SIOPOXIOPUOY) e

UA/18963/01/01
312200260
21 732 packages/Vnakosor

12.2023

LT

Hopyaains

" RESULT

Appearance
Onuc

Identification

Ioenmupirayis
- nebivolol
- Hehieo10d

Cepeona vacd
mab:aemiu

\'Average tablet weight
\ Uniformity of mass

|
|
|

Odnopionicne yacil

Round biconvex tablets white or almost white colour, Conform
one side X-scored.

Kpyeui Osoonykii mad.remsy
Gi1020  KOJALOPY

PR P L iOnORIOUC
Ginoeco abo Mauice Bionosiaduc

¢ Xpecmonodiono HUCTUROIO 3

|

peak obtained from sample | Conform \

should be similar  with Bionosioac

| retention time of main peak obtained from standard \]

solution chromatogram. , |
A, Yae yImpusMyeaiis 0Cnosioso niKa. OMPUMAHOCO 1
wae |

1

solution

chromatogram

Ha XPOMUANOLPUM GUIPOOYEAN20  POIHUILY
gionogiOamU YaCy  YIPUMVGUIIL
ompuManoco  ua xpoyamoepati
POIHUIY

OCHOBHOR0 IR,
CManOapPImI0e0

B. %)&111})1@ solultu‘m should give peak point for | conform
Nebivolol at 2812 10 nm wavelength. Bionosioac
B. Marxcuanar oust HeOiBO10TY 6 GUNPODYGANOMY |
oYU ROGUICH AT wvicye napu Qoeocuni xeul

280 2 [ — —
- 7.5% (213~ 247 mg !
Not more than 2 of the individual masses deviate | 231 mg ()
from the average mass by more than 7.3% and none o \
| of them could deviate more than 135.0%. i Conform
| He diavuie 2 FIOUGIOVQ LU MUC GIOXILHIOMbCA 6o l, Bionosiouc 1[
A | cepeonnoi aact Giao wivic na T.5% ma coona e ll
gioxisenue Gt piae na 1320 e . - \
T (AV)__should  meet _the [ -

B it )[{/Jéé
by 260504







TToraznury KO

Heb6isopna Ne312200260_Crpanuua_2.jpg

Manufactured by WORLD MEDICINE 1LAC SAN, VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:s0 Gunest BageilarIstanbul, Turkey
License: TRAUY/2019112.2

Bupodaeno: YOPUL AETHIH LTAY CAlL BE TR, AL
Micuesaxoskenis: 13 Teamnns Maxaten Jlxasi Hoay Jbraaaec
Aus0 Dol BarponapiCrastyn Typesaia

Shersin TRAUYZ2019/42-2

Oonopionicns Q0306AHUN
00unulb

LIMIT RESULT
\ . Hopweamwms Posyaomm |
requirements. Bionogioac

Hpuinestmie  3nayeiiis (ALY nac sionociodmu

sUMOlUM

Water content
Baticm oo

Not more 5.0%
He Giaoute 5,0%

‘ 3.6 % E
|
1

Disintegration | Not more 10 min .
s : , 4 min (x4.)
Dissolution Not less 80.0% of label claim in 30 minutes | |
Posuunenns (Q=75.0%) 94.3 % ‘
) N " " . S Y]
He viente 80,0% 6i0 sasu6:1¢11020 GMTCHTY yepes (0 \
xeuann (Q=75.0%). ~ i

Assay of nebivolol
Kiroricne gusnayelis
Hedicoa01y

95.0% - 105.0% 4.8 my/tabl.
(4.8 — 5.3 mg/tablets (ve/mad1emny)) 4,8 ues mao.l.

Related substances
Cynposioni doxiur
- single impuvity

- QOUNNNIIA QOMIURU
- total impurities

- CVMA QOMIUOK

Not more 0.4%
He dirse 0.40%

<Disregard limit

<Meorcl GUSGACHI
!

Conform

Bionosioac

Not more 0.8%
He tioie 0.80%

Microbiological quality:

i Mikpodioaoeivia Hucmomd
~ total aerobic microbial
count (TAMC)

- 3ueaAbHA KETORICHTD
aepodnIx MIKPOOPRAHizMIG
(TAMC)

— total yeast/moulds count
(TYMC)

- 3a2aAblA KIABKICMD

OPiNCOANCOCUX M NATCHAGHUX

epudie (TYMC)
— Escherichia coli

|
|

Not more 10" CFU/e
He éitpwe 10° KY O

Not more 10* CFU/g

He dirvee 107 KY O/ < KV e

|
|
i
<1 CFU/g \

Absent/g
| Biocvmize

o

Absent in lg i
Biocynii B

|
|
\
|
|

I do hereby certify that the abovementioned data are trusovortly and accurare. This product batch is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full
conformity with the GMP requirements, 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
manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Llure s 3QC6IONYIO, 140 REPEpUX0sand Gie inchopaagist ¢ QOCIOGIPHOIG [ IOUHOIO. s cepist npooykyii oyad

GUZOMMOGICHL (GIIIONCION Y HUK)

Gannst / MAPKYGANIS 3 APOBCOCHISLAL ROUNIPO.1I0 HROCING Hot GUUCERASANTE supOGIIUM

Oyl ¢ noeuiit wionogionocmi 3 unoccvin GMP. scmanos1eniiniy PEVISINOPIUN OO Typeutint, a4 MAaroiC ¥y
sidnogionocmi 31 CREYUIKAYICIO | MEMOIAIU KOHMPONO AROCHIH (MRS, sapecemposanioiit 6 ‘wpaini, Hpomoroiu
GUPOOIUYINGA, VRUKOGKN Hid GG GV REPCAsIY I nid GCMAnoEIeny wionogionicnn GMP.

Surnanie and position of person, approving batch release fo market

Tpiscuuye ma nocaod - 36anis ocof. skd GUOUIA Q3G 1a GUIVCR cepil

Signature and date, stamp

ITionuc ma oama nir)nucngf,"ﬁ@m

WS WAL [19.03.2024
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