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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AKOCTI
Product name:

Hesea npodvkmy.
Pharmaceutical form,
package type and size:
Jirapcora opya, mun md
POIMIp VRAROGKY!

Dosage / potency:
Hoza / cuna O
Registration certificate:

Pecempayiitine nOCGiOuens:

Batch no.:

Ne cepit:

Batch size:

Pozvip cepil
Manufacture date:
Jama supoedinayned:
Expiry date:

Tepatin RPUOANIHOCII:
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Manufuctured by WORLD MEDICINE 1L AC SAN, VE TIC. AS,
[U\.\“H\h 15 Temue Mahallest C ami Yolu Caddesi
NS0 Gunesh Bageitar Istant bul. Turkey
License. TR UY- 2019 122 -

Bupodaeno: Y OPT, TMEHIHH EIAYC AL BE TLERL AL
Micnesnaxomseuis L3 Teamys Maxaziemi Jlkasi Poay Jhraaicet
Ne30 L oneuti burokiiaap/C rasoy . Typeimi
Hinersin: TRAVYZ2019:12- 2

No.40000009970

NEBIWORLD
HEEBIBOPLA
tablets 5 mg, 14 tablets in a blister: 2 blisters together with a leaflet in u carfon box

madaemsy no 5 oo no 14 MUBICHION ¥ (3'11'L/n0/7i‘ no 2 (i'licrmc/m JsOM 3
inempyRYicio 08 MeONIROCo 3¢ mocveanis ¥ Kapmoiit KOPOO.

nebivolol (as nebivolol hy drochloride) 5 mg
HeGicooay (v hopyi HeOIGOI01y ciopoxaopudy) 3 ve

UA/18963/01/01
312200260

21 732 packages/\inaKkosos

[1(1;7_\/\(»11///1;1

Oonaopionicme sacu
-

Round bu,omc « tablets white or almost w ¢hite colour,
one side X-scored.

Kpyeai dsoonyrii madaensy Hoco
Oi1020  KOALOPY
11000 OOKY I

A Retention tmw of nmm mal\ obtained hom Qam 71(,
solution chromatogram should be similar with
retention time of main peak obtained from standard
solution chromatogram. ,
A. Hae ympusyeanis o¢ HOGHOCO RIRG. GNPUMAN0EO i
He XpoaManmoepat GURPOOYEUNO20  POYUILY wae |
gionogioumy  vaey  VHPUMYedani OCHOBHO20  RIRA,
ompuMainoco. nd xposamoepai CmanOUpInIoeo
POZHINY
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B. Sample solution should give peak point for | conform
Nebivolol at 281 10 nm wav elength. Bionogioac
B, Marcuanst 018 1eoigo10qy

6 GURPEDYEANOMY
) . - T
pozuiti noeuien ami wicye apu QoaXCUN XGUIL

230 mg(m) - 7.5 3- 747 mU (\n)) !
Not more than 2 of the individual masses deviate | 23] mg ()
from the average mass by more than 7.3% and none \ \
| of them could deviate more than 13.0%. i Conform .
‘ He Giqpute 2 Iausioya vl ,\Ic/c GlOXILIHIOMBs 610 \‘ Bionosioac 1‘
i u/)u)//bm et QLo e nad - 759 g oo e 1‘
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Manufacenred by WORLD MEDICINE ILAC SAN. VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:30 Gunesti Bageilar stanbul, Turkey
License: TRAUY 2019122

Bupodaeno: Y OPULME, [N LIAY CALL BE T, AL
Micuesaxostkcns: 13 e Maxaoeti Jean Toay Jaaaec
Nes0 D roneinal barpxnaap1asty, Typesania

Shneisiss TRAUY 20107422
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| TEST ‘ | LIMIT RESULT |
[oxaznuru skocii I Hopyyeanmd ‘ Lesyivman ,_%
Oonopiduicns Q0306411 requirements. | Bionasioac |
0OUNUIb [puisnie 3HAYCHIS (ALY vac sidnogidami \ |
GUNO2UM - o \
Water content 1 Not more 5.0% ‘ 3.6 %
Baticm oou He diasute 5,0%

Disintegration | Not more 10 min 4 min (xa
. . min (xe.)
Posnadaris ! He Ginoute TOX6 U —
Dissolution \ Not less 80.0% of label claim in 30 minute | 1{
Poszuunenns (Q=75.0%) 943 % i
He vente 80,0% 6i0 3a56.1¢1020 GATCIY Hepes 30 T \
‘ xauaun (Q=750%). .
Assay of nebivolol 1 95.0% - 105.0% 4.8 my/tabl.
Kiroricne gusnauens \ (4.8 — 5.3 mg/tablets (11e/mad1emny)) 4,8 el maodt.
1ehi6oa01y |
Related substances \ ‘
Cynposioni ook i e . 0.4% <Disreuard limit |
- single impurity | otl}n'w'(nu A% N /\[N g.g':(‘u( ”n"n: \
- QOUNNNTIL QOMIUIRU *1 He ditbwe 0.40% , ~Meet GUAGTCHIBE )
- total impurities \ Not more 0.8% | Conform l
- CYMA QOMIUOR He Girowe 0,.80% \ Bionosioac
Microbioiogical quality: (T _ |
i Mikpodioaoeiuna qucmomad !
~ total aerobic microbial Not more 10° CFU/g <] CFU/g
count (TAMC) He Gimbwe 10° KVO@ <l KV ¢

- 3B KETLRICIb
aepoitHix Mikpoopeanizatie

|

|

(TAMC) \
|

|

|
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— total yeast/moulds count Not more 10° CFU/g <1 C FVL:J,/g
(TYMC) He 6invee 107 KY O/ <l KVO 2

- 3aedbHA KIALKICIHb ‘
OPICOANCOGUX M NAICTAGHN 1
opubie (TYMC) ]
— Escherichia coli Absent/g \l

| Biocymuie ‘:

Absentin lg
Biocymdi ]

1 do hereby certify that the abovementioned dara are trustvworthy and accurate. This product batch is manufacrured
(packaging/labelling included) under the quality control ou 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; confornity with the GMP is established.

Llure 31 3aceionyio, 4o Repepaxosand 6ile fghopraisn. ¢ OVCIMOBIPHOIO mouno. L cepit. npoovkyil oyad
GUOMOGEHA (GRUOUGIOUY NUAKYGUNHSL ) MUDKYGANIA) 3 NPOGCOCHISIAL ROFIIPOO SROCINT HO SUIEERAANIT GUPOOTIINTT
Qiapryi @ nOsHI GIONOGIONOCMI 3 GUAO WU GMP. emauoe1enuyy Peeystmopius opeditoy Typewstui, ¢ MAroIC Y

sionosionocmi 31 crequiRayico I MeMOOax ROHIMpPo3o qrocmi (NKS). rapecemposaniniit 6 . wpaini. Hpomoroiu

GUPOOHUPINGA, YHUROGI Wi AneetiziG GV nepe syl Pl GONANOGICHY wionosionicmn (GALP.
Surname and position of person, approving batch release 1o market
Ipisauuge ma nocaoa : 36anisl OCOB. SR GUOWI OO3GET 1t GUIVCR cepil
Signature and date, stamp
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