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CEPTUOPUKAT KAHYECTBA N2 9
(CERTIFICATE OF ANALYSIS Ne 9)
Haasanme npopykra: Hebusonon-Tesa, Tabnetku no 5 mr Ne 28 (N214x2)
Product: Nebivolol-Teva 5 mg tablets Ne 28 (N214x2)
Homep cepun 053720 Paamep cepum 31 670 ynakoBOK
(Batch Ne) (Batch size) (31 670 packs)
Aara npoussogcrsa 01.2020 OTrpy}XeHHOoe KOMYecTso 31 670 ynakoBox
(Mfg. date) (Quantity shipped) {31 670 packs)
Cpok rogHoCTH 01.2023 Crpasa umnoprep Yxkpaunna
(Exp. Date) (Importing Country) (Ukraine)
Moxkasatenb Kauecrsa Jdonyctumblie HOpMbI Peaynbratss
(Tests) (Specifications) ; {Results)
1. OnucaHue Kpyrabie, 6envie, sbinykabie Tabnerkm c | coorsercreyer
Kpecroo6pa3Hoi HaceuKoit ¢ 0AHOM CTOPOHDI
¥ ¢ MapKnposKoi «N5» ¢ apyroit cropokbl.
(Tablet description) {Round, white, convex cross-scored tablets on | (complies)
one side, marked ‘N 5’ on other side.)
2. Uaentndukauma
(Identification)
- BIXX Bpemn yaepxueaHua nuka Hebusonona Ha COOTBeTCcTBYeT
Xpomarorpamme UCNbLITYEMOro pacTBopa
AOJKHO COOTBETCTBOBATL BPEMEHU
yAep)XuBaHUA NUKa Hebnueonona Ha
Xpomatorpamme CTaHOAPTHOTO PacTBopa.
(- HPLC) (Peak for Nebivolol shows the same retention (complies)
time as that for the reference standard.)
-Yo Y®-cnexTp nuka He6UBONOAA NOAYHEHUIH C cooTBeTcTByeT
UCNO/Ib30BAHNMEM ANOAHO-MATPUUHOrO
AeTekropa (8 guanasoHe 200-400 rm)
BM3yanbHO coBrnagaet ¢ YO cnexrpom
craHaaptHoro obpasua.
(- uv) (Nebivolol peak scanned by a UV-diode array (compilies)
detector (200 to 400 nm), scan compared
visually with scan of reference sample.)
3. OgHOpO/HOCTD
AO3MPOBAHHbIX €A4UHMNL, CooTBercrayer Tpebosannam E® (2.9.40) AV=1,4
(Uniformity of dosage forms) {Complies with Ph.Eur. (2.9.40))
4. Pacnagaemocrsb (E® 2.9.1) He 6onee 15 munyr 3 muH
(Disintegration (Ph. Eur. 2.9.1)) {within 15 minutes) (3 min)
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Noxasarens Kayecrsa Aonycrimbie HOpMbl Pesynbratol
(Tests) {Specifications) (Results)
5. Croitkocrb K
PaspaBAuBaHmio ** (EP 2.9.8) | He meHee 30 H X =67H
(Resistance to crushing** (NLT30N) (X = 67N)
{Ph. Eur. 2.9.8))
6. Uctupaemocre Coorsercreyet pe6osaHuam EP (2.9.7) 0,3%
(Friability) (Complies with Ph. Eur. (2.9.7))
7. KonnuecrseHHoe 4,75 - 5,25 mr/rabn. 4,93 mr
onpeaeneHue (95 - 105 % or 3asBNEHHOrO KONMYECTBa) (99 %)
(Assay) (4.75 - 5.25 mg/tabl (4,93 mg
(95-105% of the declared content)) (99 %))
8. Conyrcrayiouine npumecu
(BIMKX):
- KaXAan Hen3BecTHan He 6onee 0,4 % 0,1 % (0,061 %)
npumect
- cymma npumeceii He 6onee 1,0 % 0,1 % (0,061 %)
(Related substances, HPLC :
-Single unidentified impurity: (NMT 0.4 %)
-Total impurities:) (NMT 1.0 %)
9. PacrBopeHue Q = 75% uepes 30 muH. Coorsercreyer EQ
2.9.3. X =99%
(Dissolution) (Q = 75%; tested at 30 min. Complies with Ph.
Eur. 2.9.3)
10. Mukpobuonoruueckan
yncrora* Cooreetcrayer E® 5.1.4, 2.6.12 1 2.6.13
- TAMC He 6onee 10° KOE/r. meHee 10
-TYMC He 6onee 10° KOE/r. meHee 10
- Escherichia coli OrcyrcreueBlr. OTCYTCTBYET
{Microbiological purity {Ph. Eur.5.1.4, 2.6.12 and 2.6.13
- Total aerobic microbial count: | - MT 10 CFU/g (under 10)
- Total yeasts and mould count: | - NMT 10> CFU/g (under 10)
- Escherichia coli) - Absentin 1 g) (absence)

* UcnbiTanme He NPOBOAAT PYTUHHO. UcnbiTanue NPOBOAAT Ha 3-X CEPMAX, a NOTOM Ha Kawnoil 10- i cepun.

(* Not routinely performed. Tested on three batches and then on every 1
** AanHble npeaenbl mMoryt GbiTb NEpPeCMOTPeHbI NOCTe NPHPUIBOY |’
1]

uccheposanun crabunbHocTH,

(** These limits require updating in the light of experience acy

current stability testing.)

MoarotosneH (Prepared by): .........

e TAL iw:xx,g'w;m
A aA77CAT

3 i
0‘5 i :@%&m . {2*;

.....................................

A. Stoilkova

s

" batch.)
Ba nepsbix 10 cepuit M Texyuiero

r the first 10 production batches and

Aara (Date): ZD» 03 , 020,,20
(;%ara (Date): W/ﬂ&&%

Page 2 of 2




W
Actavis

PA3PELUEHUE HA BbINYCK CEPUU Ne 1439

(BATCH RELEASE CERTIFICATE Ne 1439)

CrpaHa umnoprep
(Importing Country)

YKkpauHa
Ukraine

HassaHue npogykra
(Droduct name)

He6isonon-Tesa Tabnerkn 5 mr, N228
(Nebivolol-Teva tablets 5 mg x 28)

Homep cepun

(Batch Number) 053720
Homep perucrpaumoHHOro
cBMAETeNbCTBa (Marketing | UA/14877/01/01

authorisation number)

dopma BbinycKa
{Dosage form)

Tabnetku (Tablets)

Pasmep u BuA YNaKoBKH
(Package size and type)

2 6ancrepos x 14 Tabna. (2 blisters x 14 tabl)

AKTHBHbBI/ MHrpeaneHT
(Active ingredient)

Hebusonon 5 mr
{Nebivolol 5 mg)

[Aara npoussoacrsea

(Manufacturing date) 01.2020

Cpok rogHoCTH

(Expiry date) 01.2023

Pa3mep cepun

(Batch size) 31 670 ynakosok (packs)
OtrpyeHHoe kKoanYecTso 31 670 ynasosox (pecks]

(Quantity shipped)

Yuacrok npoussoacTBa
HepacdacosaHHoro npenapara

(Site of bulk production)

“bankaHdapma-AynHuuya” AO,

yn. CamoKoBckoe wocce, 3, flynHuya, 2600, Gonrapus
BG/MIA-0145

Balkanpharma Dupnitsa AD,

3 Samokovsko Shosse Street, Dupnitsa, 2600, Bulgaria
MIA;: BG/MIA-0145

YyacTok ynakoBKM/BbINyCKa
yKasaHHoO# cepumn

(Site of packaging/release
mentioned batch)

“Bankandapma-Aynuuua” AC,

yn. Camokosckoe wocce, 3, flyniuua, 2600, Goarapus
BG/MIA-0145

Balkanpharma Dupnitsa AD,

3 Samokovsko Shosse Street, Dupnitsa, 2600, Bulgaria
MIA: BG/MIA-0145

PesynbTaTtbl aHanu3a
(Results of analysis)

Ceprudukar kauecrsa Ne 9
CoA N2 9

Kommenrtapun
(Comments)

He xpaHuTb Npyn Temnepatype Bbiwe 25°C
(Do not store above 25°C)




W
Actavis

1. i nogTeep)KAalo, YTO YKasaHHaa napTUA Oblna BbiNyUEHa Ha PbLIHOK KOMNaHuel
bankaHpapma-AynHuua AO, Bonrapus.

(I hereby confirm that the above mentioned batch has been released to the market by Balkanpharma
Dupnitsa AD, Bulgaria).

2. fl 3aAB/IAID, YTO NPUBEAEHHAA Bbille UHGOPMALIMA ABAAETCA NOLIMHHOM M TOUHOMU, ITa napTua
Bbina u3rotoBneHa, BKAIOYAA YNAKOBKY M KOHTPOMb K3YeCTBAa Ha yKa3aHHON Bbilue MOWHOCTH, B
nonHom cootseTcTeuu ¢ Tpeb6oBaHuamM Hagnexawed MponssoacTBeHHON [IPakTMKM MeCTHOro
perynupyioutero opraHa u cneuymduKkalumn PerucTpauMoHHOro yA0CTOBEPEHMA CTPaHbl-MMNopTepa.

(I hereby declare that the above information is authentic and accurate. This batch has been
manufactured, including packaging and quality control at the above mention site, in full compliance
with the GMP requirements of the local Regulatory Authority and with the specification in the
Marketing Authorization of the importing country).

3. O6pabotka napTum, LOKYMEHTUPOBAHWE YNAKOBKW U aHann3a 6blIM PACCMOTPEHbI U NPU3HAHDI, YTO
COOTBETCTBYIOT € TpebosaHuAaMYM Hagnexaueli MNponssoacTseHHON MpakTuki 1

TexHu4yeckoro cornaweHums.

(The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP and Technical Agreement).

4. bbinu N1 Kakne-nMbBo CyWwEecTBEHHbIE OTK/IOHEHUA OT NPOW3BOACTBEHHOrO MPOLECCa, YKa3aHHbIX B
TexHuyeckom cornatlieHny, KacalolMeca KayecTsa NpoayKTa unm pennsa:

Het [ Aa (cm. konwio goknaga oTKNOHEHURA)

(Were there any significant deviations from the manufacturing process stated in the Technical
Agreement concerning product quality or release):

No O Yes (see copy of deviation report)

V. éateva—Karakole 52
Moanuck:

(Signature) ynonHomoueHHoe in /
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JEPYTKCITYXKEA YKPATHH
AEPHKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO,TIO 34
HAPKOTHKAMH Y KHIBCBKIN OBJIACTI

Tpocnekt Banepis JloGaroBcskoro, 51, m. Kuis, 031 10, Ten/dhaxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox E€IPIIOY 37078774

BHCHOBOK
NPo AKicTh BBe3eHOro B Yxpaiuy Jgikapcesioro sacoby

21.05.2020 Ne 22425/20/10

HEBIBOJIOJI-TEBA
(HaiiMeHyBaHHA JiKAPCHKOTO 3aco6y srinso 3 peecrpauituum NOCBiAYCHHIM)
Tab1eTKH 1o 5 mr, no 14 Tabaerox Y Oaicrepi; mo 2 Guricrepu B KapToHHili Kopobui

($opma Banycky, nosysanus, By NaKyBaHHS JIKaPCEKOIo 3acoby)

Howmep peectpauitroro nocsimuerma UA/14877/01/01 CTpoK Ail peectpaniitroro nocsimzaenns 01.02.202 1

Cepis nikapcrkoro saco6y Ne 053720 Kimskicts BBe3eHoro mikapcrxoro saco6y 31670
Bupo6auk Bankandapma-ymamng AT, Boirapia
(HaiiMeHyBaHAS BEPOGHNKa TKAPCRKOro 3acoby, kpaiHa TOXOJDKCHHS)
BreseHo B Vipainy TosapucrBo 3 06Mexenolo BimoBi A LHRICTIO "TeBa Ykpaina", igenr.
xox: 34770471

(naitmMeryBanng 12 koz 32 CIAPIIOY topupirinol ocobu 460 npiseume, iM'A, 10 GaTEKOBI disuanoi
006 - mianpreMns, i Micue Npoxueanky Ta PeecTpaniiitmit romep 06nix0BOT KapTKH MiATHHKE
nozaTkib a6o cepis Ta Homep racnopra)

Iporoxon Bisyansroro korTposmo sin 24.04.2020 M 1380/ 1.

Jlaboparopruit ananis axocri RKAPCEKOTo 3acoby 3xiticuenntt:

AT "Lentpamsua naopatopis 3 aHAIli3y AKOCTI JIKAPCHKAX 38CO6IB i MeqUIHOT IponryKmii"
(m.KuiB, Byn.Kyapssceka 10r)

(HallMeHYBAHHS T8 MiCIE3HAXODKEHHA naGoparopil, mo nposera naboparopHuii ananis skocri)

BrcroBoK mozo axocTi nikaperkoro 3acoby, unanmit naboparopieto sin 18.05.2020 Ne 1771

PesyneTara naGoparopHoro ananisy axocti nixapcekoro saco6y sa nepeBipeHHAMH MokasAukaMu BUXTIOBIAAIOTD
BHMOraM MeTOJiB KOHTPOIIO SKOCTi (amaniTHaHO-HOpMATHBHOT AOKYMEHTALLi),

3a pesymTaTaMuM  aeprxcaBHOrO KOHTPOJIO  BCTRHOBJCHO, INO JIKADCHKHN 3aci6 BBeseHO B Vkpainy 3
NOTPHMAHHSIM BHMOT 3aKOHOJIRBCTBA mogpo 3abesne4eHAa 1x0CTi JLKapChKHX
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