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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJI3Y
1 Name of NEBIMAC-5, GFG2300790 | 2 | Manufacturer India
Product Nebivolol 5 mg Country
Haiimenyeann | HEBIMAK - 5, Date: Hepxapa- Tupist
A npoayKiii He6iBosronny Smr | 31/03/2023 BUPOOHUK
Hara:
31.03.2023
3 Registration 4 | Strength/potency of | 5 mg
Certificate No the medicinal
UA/19267/01/02 product .
Homep Cuna aii / aktuehicTs | 5 Mr
peecTpaniiinor JiKapenKoro 3acody
0 MocBiUeHHsN
5 Dosage Form Tablets 6 | Pack Size Ne 30 (10x3) in blisters
in carton box
Jlikapcbka Tabaerkn Po3mip i Tun Ne 30 (10x3) y oaicrepax
dhopma YIAKOBKH. Y KapToHHIili ynakosui
7 Batch No 8 | Date of
BNC12302A Manufacturing 02.2023
Homep cepii Jara pupoGHHIITBA
Batch Size 323000 capsules (10766 packs) 9 | Date of Expiry
Po3mip cepii. 323000 xancysnr (10766 ynakosox) Jara zakinuenns 01.2026
TepMiHy IPUAATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi,
District. Solan, Himachal Pradesh, 174101, India
MNB /07/594, MB /07/593
Haiimenysanus, Miclie3HaX0IPKeHHS Ta HOMEPH Makireoxc ®PapmacbioTuxanc Jlimiten
Jinensii BCiX AUAHOK No BUPOGHUUTBY i KoHTposto | Binenx Txema, IO Jloaximaiipa, Texcin Bamni,
SIKOCTI Hicrpixr Conan, Ximauan Hpanem, 174101, Inxin
MNB /07/594, MB /07/593.
11 | GMP Certificates No / Date 007/2023/GMP _Valid till 12.08.2024
Ceprudixaru signosixnocri GMP nas Beix ginsok | 007/2023/GMP  Tepmin aii 12.08.2024
10 BUPOOHUUTBY i KOHTpOJI0 AKocTi 260 (TpyU Hane-
HocTi) HoMepa nocuianb B 6asi nannx Eudra GMP
12 | Result of Analysis/ Pe3yIsTaTi npoBegeHns anajisy.
Sr. | Tests Specifications Results
No. | Hoxazunku Cuenndikaris PesynbraTi
Ne
n/n
1 | Description White to off white, circular, biconvex | White, circular, biconvex uncoated
uncoated tablets debossed with “T 56” on | tablets debossed with “T 56” on one
one side and cross score line on the other | side and cross score line on the other
side. side.
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Omuc JIeoomykai, kpyrni TaGmerku  Ge3 JIpoonmykumi, Kpyrai Tafmerku 0e3
MOKPHUTTS, Bix Ginoro g0 maiixke Gizoro | MOKPUTTH, 6ioro  xoabopy, 3
KOJbOpY, 3 THcHeHHAM «T 56» Ha oaHiM | THCHEHHAM «T 56» Ha oanifi cTopowni
CTOpOHi Ta 3 XpecTonoaifHow MoAiIKow | Ta 3 XpecTonoxiGHo MOALIKOI ~ HA
— Ha imwiii. iHIiH.
2 | Identification The retention time of the Nebivolol peak | Complies
in the chromatogram of the sample
solution should correspond to that of the
Nebivolol peak in the chromatogram of
the standard solution as obtained in the
test “Assay”.
The UV absorption spectra of sample | Complies
and standard solution, obtained in the
range from 200 nm to 400 nm, should be
concordant.
Inenrudiranis Yacy yTpuMyBaHHs nika HeGiBonoay Ha | Bixnosinae
xpoMaTorpamMax BHUNpo0oByBaHOTO Ta
CTAHAAPTHOTO  PO3YHHIB, OTPHMAHHX
npu KilpkicHOMY BH3HAUeHHi, MAalOTh
chiBnmagaTu.
Y®-cnekTpu MOTJTUHAHKA punpo- | Binnosinae
GoByBaHOro Ta CTAHAAPTHOrO PO34YHHY,
orpumani B obaacri Bix 200 um o 400
HM, MalTh CHIBNAXATH.
3 | Average net At release: 230.0 mg
content 230.0 mg 3.0 %
During shelf life:
230.0 mg £ 4.0 %
Cepenns maca Hpu sunycky: 230,0 mr
BmicTy kancymu | 230,0 Mr+3 %
IIpomsazom mepminy npuoamuocnii:
230,0 mr+=4 %
4 | Hardness 70 £ 45 N (25-115N) 70N
CrifikicTs 10 70 £ 45 H (25-115 H) 70 H
poO31aBJIIOBAHHSA
5 | Friability Not more than 1.0 % (w/w) 0.13 %
Crupanicrs He Ginbiue 1,0 % (M/m) 0,13 %
6 | Loss of drying At release:
Not more that 6.0 % (w/w) 3.7%
During shelf life:
Not more than 7.0 % (w/w)
Btparta B Maci Hpu sunycky:
npu BHCYIY- He Ginbime 6,0 % (M/m). 3,7%
paHHi
IIpomazom mepminy npudamuocmi:
He oinpuie 7,0 % (M/m).
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7 | Dissolution Not less than 80 % (Q) of the labeled | 1) 101 2) 94 3) 94
amount of nebivolol in 15 min. 4)97 5)95 6)88
Po3unHeHus He menme 80 % (Q) Binm 3aamiaenoi | 1) 101 2)94 3) 94
KinbKkocTi HediBos1oay 3a 15 xB. 497 5)95 6)88
8 | Uniformity of Acceptance value (AV) <£15,0 % 1)100 2)99 3)99
dosage units 4)99 5) 100 6) 100
7)100 8) 100 9) 100 10)99
Min: 99; Max: 100;
Mean; 99.45 AV:1.2
OnnopianicTs Ipuitmanbue yncio (AV) < 15,0 1)100 2)99 3)99
030BaHHUX 4)99 5) 100 6) 100
OVHUIIL 7) 100 8)100 9)100 10)99
Min: 99; Makc: 100;
Cepemne 99,45 AV: 1,2
9 | Related At release:
substances Any individual impurity - not more than | Below limit of quantitation
0.2 % (w/w)
Total impurities - not more than 0.5 % | Below limit of quantitation
(w/w)
During shelf life:
Any individual impurity - not more than
0.2 % (w/w)
Total impurities - not more than 1.0 %
(wiw)
CynyrHi IIpn Bunycky:
JOMIlIKH Byne-axol impuBinyansnoi gpominikn — ne | Huxue Mexi kinbkicroro
6inbme 0,2 % (M/Mm); BU3HAYEHHSA
Cyma gomimox —~ e 6inbme 0,5 % (M/m). | Humue Mexi kinbkicHoro
BU3HAYEHHA
HpoTsarom TepMminy npuaaTHocTi:
byab-sikol iHauBinyannHol nomimku — He
oinbure 0,2 % (M/m);
Cyma jromimok — we Gisibure 1,0 % (m/m).
10 | Assay Not less than 4.75 and not more than 5.25 | 4.97 mg
mg of nebivolol in the tablet
(95.0% - 105.0% of the declared | 99.4 %
amount).
Kinbkiche Bin 4,75 mr go 5,25 mMr HebiBos1oNy B 4,97 mr
BH3HAYEHHS Tadmetui (95,0 % - 105,0 % Bix 99.4 %
3asBJIEHOI KiIbKoCTi).
11 | Microbiological | In drug are allows:
purity the total number of aerobic
microorganisms (TAMC) - not more <100 CFU/ g
than 10° CFU / g;
the total number of yeasts and molds <100 CFU/ g
(TYMC) is not more than 10° CFU / g.
Escherichia coli in 1 g of the drug is not Absent
allowed.
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Mikpo6ionoriu- | Y npenapati 101mycKa€eThCs:
Ha yhacroTa* 3araibHe YucIo aepodHUX
mikpoopranizmis (TAMC) - ne 6inmbme | <100 KYO/r
10°KYO/r;
3arajibHe YMCI0 ApiKIKeBAX Ta <100 KYO/r
mricenesux rpubis (TYMC) — e Ginbore
10> KYO/r. Bincyrni
He monyckaerbes Escherichia colislr
npenapary.

13 | Comments (if any) #_ The test is performed for every 10th batches or at least one batch per year.
KomenTapi (npu *_ TecT BAKOHYIOTh LISl KoxkHoi 10-i cepii a6o npunaiimui oxmiei napTii Ha pik.
HasiBHOCTI).

14 | Application for "] hereby certify that the above information is true and accurate. This series of
Certification products have been produced (including packaging / labeling) and conducted

quality control on the above mentioned stations in full compliance with the
requirements of GMP, set by the local regulatory authority, and in accordance
with the specifications contained in the registration dossier or trade license of the
country of the manufacturer or importing country if the products imported or file
specifications in preparation for the investigational product. Minutes of
production, packaging and testing were reviewed and the correspondence GMP».

3aapa npo «IluM 51 MATBEPILKYIO, L0 HaBeleHa BUle indopmawis € JA0CTOBIpHOIO i TOYHOIO.
cepTudikaniro. Ilio cepiro mpoayxuii 6y/i0 Bupo0JieHo (BKJIIOYAIOMH YIAKOBKY / MapKyBaHHS) i
NpoBeNeHo KOHTPOIL ii AKOCTI Ha BMIIe 3a3Ha-veHiil minsHUI B NOBHIH
gignoeinnocri 3 BuMoramun GMP, BCTAHOBJIEHUMM MiCHEBHUM pPeTYJIATOPHAM
opranoM, a Takoxk Yy BixmosigHocTi 3i cnenudikaniaMu, Mo MicTATHCA B
peecTpaniiinomy gocke abo peectpauiifHomy noceigyenni xpainu-supodHnKa abo
KpaiHu-iMropTepa, AKILO MPOAYKIUA IMIOPTO-BAHA, YU B 10CHE cnenudikaniii Ha
Mpenapar [Uisl HocHiIKyBaHoro Jikapcobkoro 3acoGy. Hporokomnu BHPOGHUUTBA,
VIIAKOBKH T aHAII3IB 6YJI0 MeperJIsiHyTo i BCTAHOBJIEHO pianoBigHicts GMP ».

15 | Name and position / title of the person issuing the permit issue series /
TIpi3BHIILe Ta HOCA/IA / 3BAHHS 0cO0M, KA BHJANA [103BI]l HA BUTTYCK cepii.

Prepared by/IligroTogjieHo Checked by/Ileperipeno Approved by/3arBepkeno
H013210 H011540 H027835
Shauvindra Sngh Sitaram Kumhar Rudresh Kumar
31.03.2023 12:30:23 31.03.2023 12:36:15 31.03.2023 13:08:53

This is electronically generated report, hence signature is not required.
Ceprudikar 3reHepoBaHO ABTOMATHYHO TA MigNHAC He noTpioHuUii.
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