MACLEODS
TR

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAIZY

1 | Name of Product NEBIMAC-5, BAFPS 2 | Manufacturer Country India
Nebivolol 5 mg 25001500
Haiiseaynamust HEBIMAIL - 5, Date: 16/04/2025 Hep:aasa~-supobinne Tupis
nposyruit HeGinonony 5 sr | JHarTa: 16.04.2025
3 | Registration 4 | Strength/potency of the 5 mg
Certificate Na medicinal produet
Honey pecerpaniii- UALZEHI0N2 Cuna il / agtieiicts Sar
110D [[0CBiIMCHIIS Jirapenroro sacefy
5 | Dosage Form Tablets 6 | Pack Size Ne 30 (10x3) in blisters
in carton box
Jikapenka fopata Tabneren Poanrip | Tun ynaconen. | Ne 30 (10x3) y OGnicrepax
Y KapTouii yoaxosil
7 | Bateh No 14251046C 8 Date of Manufacturing 03.2025
Honep cepli Hara pupebirsa
Bateh Size 832 000 capsules {27 733 packs) 9 | Date of Expiry
Pozatip cepii. 832 000 wxaneysn (27 733 ynakorox) Jara sariicesnt Tep- 02.2028
atisy HpHAATHOCTI

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

Haiimenysanng, Micue3naXoQKeHIT Ta opepit aiensiii neix
niasiuex o supebunnrsy I KouTPoOnto KOCT

Mawseoge Dapataceiornrance Jlinsdrex
Binewx Txena, [10 Joaximaitpa, Texcin Baaai, Jicrpier
Conan, Xistauan [Mpagew, 174101, Lunin

MNB /07/594, MB /07/593.

11 | GMIP Certificates No / Date

023/2025/GMP

Valid till 18.10.2027

pupobnumwTey i

Ceprudirarn pignosigumoeri GMP ans wmeix giaswor mo
rourTpoenio sicoeti abo  (mpi
1optepa mockaans B 6a3i pamnx Budra GMP

HastHocTi)

023/2025/GMP  Tepminaii 18,10.2027

{2 | Result of Analysis/ PesyAbTaTH NpoBcienist aaaisy.

St Tests Specifications Results
No. IMoraszmKn Cremndinanis PesynsTaTu
Ne
n/n
i Description White to off white, circular, biconvex | White, cireular, biconvex uncoated tablets
uncoated tablets debossed with «T 56» on one | dehossed with «T 56» on one side and cross
side and cross score line on the other side, score line on the ofher side.

Omute Jpoonyieni, kpyrai Taénerky Ges mowpurrs, | Jpoomwykni, kpyrai taGueriar Gez mowpuT-
gin Giroro mo maite Giroro wxonnopy, 3 | TA, fimore xonnopy, 3 Tucuenmsa «T S6»
riecnennam «T 56» wa enuiit croponi Ta 3 | ma ommifi eropomi Ta 3 Xxpecronoaifnoro
xpecronoaifiow moniaicoro — Ha inuriit. HONINKOIO — HA fIeniit.

2 Identification The retention time of the Nebivolol peak in | Complies
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 «Assayn.
The UV absorption spectrn of sample and
standard solution, obtained in the range from
200 nm to 400 nm, should be concordant.
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RACLEOE.D
LTI T

[zenridicanis Hacy yrpusysaria nlka nebisonony xa xpo- | Binnosinae
MATOrRAMaX BHIPOGOBYDRHOTO T& CTAIIAPT-
HOT'0 PO3UIIIE, OTPHMAIX NP KinEKk{cHOMY
BH3NAMEH ], MAIOTE cniBUARATI,
YO-cnexTpu noryiHuauin sunpodonynauoro | Binnorinac
TA CTANZEAPTHOFG PO3uUMNY, oTpusani B of-
aacri Bin 200 um go 400 nmM, MAWNTE
cninnmagaTy.
Average net content | Az release: 232.34 mg
230.0 mg £ 3.0 %
During shelf life:
230.0 mg £+ 4.0 %
Cepean ntaca ITpu sunycy: 232,34 atr
BMICTY KamCRIN 230,0Mr£3 %
LIpomazont mepatiny npudamngemi:
230,0 Mr+4 %
Hardness 7045 N (25-115N) 82N
Criiiricrs 1o 70 £45H (25-115 1) 82H
DO3AABJIIOBAIIISE
Friability Not more than 1.0 % (wiw) 0.03 %
Crupanicts e 6ineme 1,0 % (ai/an) 0,03 %
Loss of drying At release:
Not more that 6.0 % (w/w) 1.6 %
During shelf life:
Not more than 7.0 % (w/w)
Brpara b saci npu | pu sunyery:
BICYLIY-BRII e 6ineue 6,0 % (nifar). 1,6 %
Hpomazont mepatiny npudamunocmi:
He Ginnme 7,0 % (at/a1).
Dissolution Not less than 80 % (Q) of the labeled amount | (1) 98 (2) 97 (3) 98
of nebivolol in 15 min, (4) 98 (3) 96  (6) 97
Pozuntnentusn He menme 80 % (Q) Big 3anpaenol kinnwoeri | (1) 98  (2) 97  (3) 98
nelisonosny 3a 15 xn. 4) 98 (5) 96  (6) 97
8 Uniformity of Acceptance value (AV) <15,0 % (1) 97.1 (2) 875 (3) 989 () 982
dosage units (5) 984 (6) 97.5 (7) 989 (B 996
@ 973 (0 972
Min: 97.1; Max: 99.6;
Mean: 98.1; AV:25%
Oanopinnicrs IIpmitaansie uiene (AY) < 15,0 (1) 97.1 (2) 975 (3) 989 (4) 982
HNO3OBATHX OfUITIINILE (5) 984 (6) 975 (7) 989 (B) 99.6
9 973 (10 %72
Mimn: 97,1;  Mawxe: 99.6;
Cepenne: 98,13 AV:i25%
9 Related substances At release:
Any individual impurity - not more than
0.2 % (whiw) 0.04 %
Total impurities - not more than 0.5 % (whv) | 0.04 %
During shelf life:
Any individual impurity - not more than
0.2 % (w/w)
Total impurities - not more than 1.0 % (w/w) m\
Cynyraii movimrku Ipu Bunycry: o 2 »_
Bynb-arkoi inpusinyansiof xoMmiuncn — e 2 A
Ginewe 0,2 % (at/a1); 0,04 % A
Cyata mosrionr — ue Ginotoe 0,5 % (v/n1). 0,04 % LSl B

de .
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T

IIpoTsron Tepminy npUAATIIOCK:
Byan~stireol inpiniayanniol gopiumcm — e
Gianue 0,2 % (pt/m);

Cyata popinor — ne finsue 1,0 % (m/nh),

{TAMC) - not more than 10° CFU/g;
the total number of yeasts and wolds

10 | Assay Not less than 4,75 and not mare than 5.25 mg | 4.98 mg
of nebivolol in the tablet (95.0% - 105.0% of | 99.5%
the declared amount).

Kinnkicue Bix 4,75 mr g0 5,25 Mr neGinonony B Tafiser- | 4,98 Mr
BII3HATICIIS ui (95,0 % - 105,0 % eia sansneiol xiaexoe- | 99,5%
Ti).
I Micrebiological In drug are allows:
purity the total number of aerobic microorganisms

<100 CFU/g

(TYMC) is not more than 10> CFU/g. <100 CFU/g
Escherichia coli in 1 g of the drug is not | Absent
allewed.

Mixpodiomorivna Y npenapaTi KoMy CIRACTLCS:

qHCTOTR® saraganiie uiero aepoinnx sixpoopramisis
(TAMC) — ue Ginnue 108 XY O/r; <100 K¥O/r

3ACANLIE YHCR0 KPLRIKEDIX TR miiceHeBNX
rpuéis (TYMC) — me insute 10° KYOQ/T,

e gonmyckacrhen Escherichia coli 8 1
npenapary.

<100 K¥YO/Ir
Bigcyrii

*- The test is perfornted for every 10th batches or at least one batch per year.

*. TecT BUKROHYIOTL AnA wexinot 10-1 cepii ao npmuaitaai opiiel naptil na pik.

T hercby certify that the above information is true and accurate. This series of products
have been produced (including packaging / labeling) and condueted quality control on the
above mentioned stations in full compliance with the requirements of GMP, set by the local
regulatory suthority, nnd in accordance with the specifications cont'nued in the registration
dossier or trade license of the country of the manufacturer or 1mp0rtmg country if the pro-
ducts impaorted or file specifications in preparation for the investigational product. Minutes
of production, packaging and testing were reviewed and the correspondence GMPa».

«Iliat 1 migTBepARyIo, L0 HaBedenn siwe iHdQopsanis € gocToripioro i Tounoio. o cepie
npoayruii Gyio BHpoGaeNo (BRAIOUAIPUI YIAROBRY/MAPKYBARHST) | MpoBCacHo RONTPOAL T
sicocTl Ha BuLe 3as3uadeniit pimanni b mosuiit sinmosiguocri 3 visoramMu GMP, scranos-
JICIIHMI MICLEBMA PErYIATOPHIAL OPralloM, a TAKoX ¥y pignonimiocti 3i enewsupirnuinsm,
o micTaTeen B pecerpauiiiiiosmy Rocke afo peectrpauiituory moceiguenui wpaiiu-supofi-
mites afo kpatu-iMooprepa, SIKUKO IPOAYRIA IMIOPTOBAHA, it B Kocke cnemdirantiit ma
npenapar jua gockirynatoro sikapeskore 3acoby. IIporokoan BUPOOHRITRL, YIIAKODKI

TA anatizin 6ya0 neperasiuyTo i Beramosieno sigmosimnicrs GIVIP ».

13 | Comments (if any)
Kosenrapi (upi unasuoctil.
i4 | Application for Certification
3assa upo eeprudinariio,
15

Name and position / title of the person issulng the permit issue series /
TIpissiise Ta meeaug / spaius ocofl, TKN BHAMLIS 0IBELT HA BHEDYCEK cepil.

Prepared by/Tligrorosietio

Checlked by/TTepesipeno Approved by/3aTsepiseno

Reviewer

Manager QC Manager QA

Sitaram Kumhar

Sajag Prakash Nitin Singh

16,04.2025 16;50

16.04.2025 16:54 17.04.2025 09:02

Prinfed by/Posnpyiosano; Nitin Singh

| Printed on / Poanpykonano: 17.44.2025 09:03

Note: This document has been generated electronically with E-Signature.

IpmasiTiea: CepTidieaT 3reHEPOBALD ABTOMATHING 3 eNCKTPOHIHM NiANIICOM.

CNo.: C250001040
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JEPIKABHA CJIYXBA 3 JUKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Coituunot, 3, 02099, ten. (044) 205-26-85
E-mail: dls.kyiv@dis.gov.ua, Kon EMIPTIOY 37079055

BHUCHOBOK
npo AKicTs BEC3enoro B Yipainy nikapchbroro 3acoby

23.06.2025 Ne 31155/25/26

HEBIMAK - §

(uaBMeHyRaHHA AIKADCLKOTO 3acuBy 3rinHo 3 peCcCTPatti s nocningest)
rameTic 1o 5 mr; mo 10 rabnerox y Gaicrepi; no 3 Guicrepnt y wapTonuiit kopofiui
{thopra BHOYCKy, 103yBauia, BI NAKYDAHUA NiKAPCLKOra ancoly)

Homep peectpauiiinoro nocsinsennas UA/19267/01/02 erpox nii peectpauiitiioro nocsixienna 15.03.2027
Cepia nikapcuicoro sacoGy Ne 14251046C KinukicTh sseseHoro nixapcskoro sacaby 15120

BupoGHuk Makneonc Papmacbiotuicanc Jlimites, Inmis
{nafiMenysanin oupoGiHka NiKnpehkore sacaly, NI QR THEY

Buescio B Yipaiiy Torapucerso 3 obmeenoio pianosimansnicrio "MAKAEOLC
DAPMACLIOTIKAJIS JIMITEL", iwent. won: 37554108

(natimenysanig 1a koa 3u CAPIIOY OPHIIOT oeadn Al npiasime, iM'a. ne SnTeraeT Qe
OCOGH - MHPKEMIR, T MiCIe npomuBaHIS Ta peceTpatlifingi nosep GBAIKOUOT KEPTRY IMTIIRD
noaarkin ado cepis o HosMep menepTi)

Tporoion nisyansnoro konrposo sin 06.06.2025 e 1897/01.10-25/3.

JlaBoparopruii ananis sxocri nikapcskoro sacody 3nifickeunii:

JlaBopaTopis 3 KOHTPOMIO SKOCT] JiKapeEKHX 3ac06iR TOB "JIOBPOBYT-JIIKHJIAB" (M. Knin,

pya. Hosropoa-Cisepeska, GyA.3, HEKXHIIOB] NPUMILIEHHS 92)
(tallMeHyzaHAg Ta Micuesnaxoakens talopaTopii, wo nponena naGoparophiui anaiis skoeri)

BiiCHOBOK 111020 AKOCT! Jrikapchkoro 3acofy, araauwii naboparopielo sia 23.06.2025 Ne 833-25
PesynnTaTh n1a00OpaTOPHOTO auartiay akocTi AikapesLKoro 3aco0y 38 NepeRipeHHAMI NOKASHKKAMH BilmosiNAIOTL
BHMOranM METOMIB KOHTPOMIO AKOCTI (aHAN THYHO-HOPMATHBHOT AokyMeHTauii).

3a  pesynuLTATAMME  ACPIKARHOTO  KOUTPOAIO  BCTAHORIENO. o nigapgykuii  3aciG  peeledo B Yxpainy 3

OJOTPHMAHHIAM BHMOP 3aKOHOAARCTHA LIDIO 3aicanecuelita AKoT

peLEMY 3acolin,

Mukosna XOJIGAEHKO

p" X '%'ﬁma @lﬁa% J—- {nimmc) (initdans Ta npizsnilie)
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