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Certificate of analysis / Ceprudirar AHAJTIZY
C2820/25.11.2021

Name of product / Hazea TPORYKTY CARVEDILOL ZENTIVA / KAPBEAUJTOJ 3EHTIRA

Country of manufacturing / Kpaina sepoSuuirrsa Romania / Pymynis

Reg:stratl_(:n cemﬁcatg number in Uk{alpe / Homep UA/13976/01/02
PEECTPAIUHHOTO MOCBITYEHAs B YKpaiHi

Strength / Mosysauns Carvedilel 12,5 mg/xapeamnon 12,5 mr

U e R

tablets 12,5 mg

Pharmaceutical form / Jlikapceka thopma raGneTin 1o 12,5 Mr

10 tablets in blister; 3 blisters in a carton box

6. Size and type of the package / Poswip ra in ynakosk: |, TabneTok y Gmicrepi; 3 Gnictepu y kapTouin mavij

7 Baich number / Homep cepii 1L00341A
" | Batch size / Posmip cepii 3 000 packs/ymn.
8. Manufacturing date / Jlata pupoSmmirsa 12.10.2021

9. | Expiry date / lTara sakinuenns tepminy TIPYAATHOCTI 30.05.2023

10. | Name, address and manufacturin g license numbers for | Labormed-Pharma S.A.

all sites responsible for manufacturing process and Bd.Theodor Pallady nr.44B, sector 3, Bucharest, code
quality control / Hasna, agpeca n HoMepn ninemsifi Ha | 032266, Romania

BHPOOHKUTBO JULSL BCiX BUPOBHMUKIB, BiATOR nATEHIX
38 BEPOGHUYHIE IPOLEE T2 KOHTPOMTE AkocTi JaGopmen-Dapma C.A.

44B Teonop Tanmaai, 3-ij patton, byxapecr, ko 032266
PymyHin

»

11. | Certificates of GMP compliance numbers for alf sites
of manufacture and quality control /

Homepu Cepradiaris ainnosizmocti sumoram HBTI GMP Ne (29/2019/RO
Hng BCiX BHpOBHMKIR, BIIOBInATRHIX 32 BEPOGHMY W
NPOYIEC T KOHTPOIE SKOCTI

12. | Results of analysis / Pesyserata aHaizy Sec table below / Tup. Tabnumo Hrkue
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Results of analysis / PeayabraTh aHamisy
Parameter tested Acceptance limits Results

KonTponnoganuii napamerp

onyeTHMI Meki

PesyabTaTn

Appearance /
Omme

White to off white fiat round tablets with intact
edges, with uniform, compact and homogenous
structure, on one side with a median line, with a
diameter of 9 mm /

Bini abe maitke 6imi nmocki TabneTrr, kpyrmol
GopME 3 HEMOITKOAKEHUMHK KpPasmMH,
ORHOPIAHOL, KOMO2KTHO! Ta rOMOTEHHOT
CTPYKTYPH, PHCKOIO 3 OHOTG BOKY, HIaMeTpoM
Gims 9 mum.

Passes test / RifgmoRigac

Color / Konip

White to off white / Big 6imoro no Mafixe 6ixoro
KONROPY

Passes test / piznosinac

Average mass / Cepensa Maca

209.0-231.0 mg / Mr (220.0 mg / Mr £ 5 %)

216.4 mg/mr

Resistance to crushing
Average value / CTilfkicTs m0 p03TaBIIOBaHEA

30-200N

1269 N

CEpENHE 3HAYEHHA
Identification / The retention time of the peak of Carvedilol onthe | Passes test/ signosigae
InenTrikania chromatogram of tested solution must correspond
- HPLC/BEPX to the retention time of peak of Carvedilol on the
chromatogram of reference solution,
Hac  yrpumases  1ixy  Kapeepmnony Ha
XpOoMaTorpami JOCHDKYyBaHOTO  POITHHY
NOBMHHO OYTH NONIGHMM “acy YTPUMAaHHS ITHKY
Kappeaunory wma  xpomarorpaMi  Posumny
[IODiBHAHHS
- Uv/vYo Spectrums of tested and reference solutions must | Passes test/ Binnosinae

commespond to each other and should have
maximums and minimums by the same
wavelength.

CrexTpsd, Ha XpoMarorpaMax JlOcCHiKKyRaHOTO
posuxdy Ta Po3uudy DOpiBHEHHA NOBKHHI
BIATOBIAATH OAHH OTHOMY TA MATH MAKCHMYMH |
MiHIMYMH NIpH OAHFX i THX & AOBKHHAX XBHJIE

Related substances (HPLC-UV) / CynyTai
Jomimxu {BEPX- V@)
- impurity A / xominmka A

- impurity B / moMinika B

~ impurity C / nominika C

- impurity D/ momimxa D

- single unspecified impurity /

OpmumrdHa He cnetndiTHa JoMilIKa

- total impurities (not included impurity C) /

CyMa JOMIMOK
(32 BUKMIOTeHHAM JoMimky C)

NMT 0.2 % / He Ginpmie 0,2 %
NMT 0.10 % / He Ginsure 0,10 %
NMT 0.02 % / He 6insme 0,02 %

NMT 0.15 % / He 6insure 0,15 %

NMT 0.10 % / He 6inrrre 0,10 %

NMT 0.5 % / He Ginsie 0,5 %

Dissolution (HPLC-UV) within 30 min /
Posunnenus (BEPX-VO)

NLT 80 % () /

He menme 80%

0.015

0.007

0.016

0.05
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Assay of carvedilol /KinexicHe Brznavenss
KapBeAIIoNny 11.88-13.13 mg/tab (950 —105.0% of 12.39
declared quantity) /
11.88 — 13.13 mr/tabm. (95,0 — 105,0 % sin
3A9BNEHOT KLTEKOCTI)
Uniformity of dosage units / OaropinaicTs
HO30BAHKX OJIMHHUL:
acceptable value (AV)/ NMT 15 /He 6inbme 15 2.7

OpHHATHE YHCTo (AV)
individual content of dosage unitsY

¢ ! M/M)
IHIMBIAYanEEAf BMICT D030BAHMX ONMEHIE

M/M)

NLT 0.75M (% m/m) / He menmme 0,75M (%

NMT 1.25M (% m/m) / He Ginrie 1,25M (%

Microbiological limits¥ Mixpo6iororiuma
4HCTOTA?

-Total aerobic count (TAMC): < 10° KOFE/g -
-Total fungi count (TYMC): < 102 KOE/g

- Escherichia coli: absent from 1g

- JaranbHe 4UCIO AepoGHHX Mikpooprauizmie
{FAMC) - ne Ginbwe 1000 KYO/T.

- 3drankHE YHCHO TUTCHABMX Ta IPIAIKOBHX
rpubis (TYMC) — me Ginbe 100 KYQ/r.
-Bimcymui £, coli w11

!~ The indicator is evaluated only for the 1 testing level/ ! — Iloxasumi sUPaxXoBYETEGA TINLKH ¥ BHIEZKY BHKOHAHEA 2-r0 piBHA

Tecty. Bumoru cenmdixauli Tizeku LIpH BHTIYCKY

2 —The indicator is periodically tested (on every 10" batch or for [ batch once year, if no other needed)” — Tlokasuuk BHKOIY€THCH
nepiogryHo (A8 koxuol 10 cepii abo 1 Ccepis B pik, AKWIO HEMAE iHmol ueoBxiaHoeTi)

13. | Certification statement /
3asina mojo ceprudikauiy

I hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above
mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and
analysis records were reviewed and found to be in
compliance with GMP.

[ minreeprokyro, M0  BEMIEBMKNaAcHA indopmMartis
dBTCHTHM4HA T4 BipHa. [laHa cepis npemapary mpoBexesa
(RxJmouarYn ynaxoeky / MAapKyBAHHA Ta KOHTPONb SKOCTI)
BHIUCBKA3AHMM BHpOOHMKOM Y MOBHIH Rigmoimmocti 3
BrMoravit GMP okaneHOro perysstopHoro oprany 12 a0
saTeepikenix  cnemudikanik - Do peccrpanifinoro
IOCBIIMERAA  KpaiHH-iMIopTepa. Hoxymentauis s

BUPOGHHITEA Cepii, MakysagHt Ta TECTYBAHHA NEpeBipeHa,
T2 BCTAHOBNeHa 11 BiAnosiauicTs Bumoram GMP,

15, | Name and position/title of person authorizing the
batch release/ Im's Ta nocaga ocobu,
BiANoBizanLHoY 3a BUNYCK cepil B 06ir

Florentina BALAN
Qualified Person

QUALlFiEN
PERSON

16. | Signature of person authorizing the batch release /
Hianwe ocobu, signosinannrol 3a BHILYCK cepii B
o6ir

Florentina

AB oo

17. | Date of signature / Jata AiiRKey




