Page/cr. |1

Certificate of analysis / Ceprugixat ananizy
€2409/19.10.2021

Name of product / Ha3gra npomyxTy

CARVIUM /KAPBIYM

2. Country of the manufacturer / Kpaiua BHPOOHHLTBA Romania / Pymynis
Is Registratigrj certiﬁcatfa number in leliai:ne / Homep UA/13976/01/0]
PEECTpAUIMHOr O IOCBIAYEHHA B YKpaiui
1 4. Strength / Jo3ysauns Carvedilol 6,25 mg/xapsenmnon 6,25 mr
5. Pharmaceutical form / Jlixapesxa dropma i%l:z:fé;%i 5 r
6. Size and type of the package / Po3mip Ta tvrr ynakoeku 15 tablets in bUStE.’r;'?' }?IIStEI‘S‘_ n a cartor box . :
) 15 Tabyerok y Grictepi; 2 Gictepu v KapTonmii mavn
7 Batch number / Homep cepii 11.06175A
| Batch size / Posmip cepit 3000 packs/yn.
8. Manufacturing date / JTata supo6uutra 07.08.2021
5. Expiry date / Jlata saxinuenns TEPMIHY NPHAATHOCTI 31.08.2023
10. | Name, address and manufacturing 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 / Ha3pa, agpeca u HoMepwu miueH3iHi Ha 032266, Romania
BUPOOHHAUTBO N7 BCIX BUPOOHHUKIB, BIANOBIAAIEHUX JaGopmea-Papma C.A.
32 BUPOOHHYMH NPOHEC Ta. KOHTPOIE SKOCT 44B Teonop Hamwnani, 3-i# paitou, Byxapecr, xon 032266,
| | PyMyHis
. | Certificates of GMP complianice numbers for all sites |
of manufacture and quality control /
Homepu Cepruikaris pinnosinsocti sumoram HBIT | GMP Ne 029/2019/RO.
ZUISL BCIX BUPOORHUKIB, B1NMOBIAAILHIX 32 BUDOGHUULIL
MPONEC Ta KOHTPOJIL AKOCTI S S
12. | Results of analysis / PeaynsrraTn aHamizy See table below / Tus. TAOINLIO HUXKUE




Labormed

Page/ct. |2
| | Results of analysis / Pe3yabTaTn ananizy
Parameter tested Acceptance limits Results
KOHTPOIb0BaAHHIA NIApAMET] JdonyeTumi mesxi PeavabTaTu

Appearance /
O1eic

White to off white flat round tablets with intact
edges, with uniform, compact and homogenous
structure, on one side with a median line, with a
diameter of 7 mm /

bini abo malixe 6ini miocki TabneTky, xpymoi
(HOPMH 3 HENMOWIKOKESHUMH KPasME,
OIHOPLAKEOCI, KOMITaKTHOT Ta TOMOIeHHOT
CTPYKTYPH, PUCKOIO 3 OAHOrO GOKY, HiaMeTpoM
Oins 7 Mm.

Complies / Bianmosizae

Color / Konip

White to off white / Big Sinoro. 10 Maike Ginoro
KOJIEOPY

Cotnplies / sBianorinae

Average mass / Cepenug Maca

104.5-115.5 mg /mr (110.0 mg / Mr+ § %)

111.5 mg/mr

Resistance to crushing
Average value / CTiflkicTs 10 po3garmoBanms
-CePeIHE. 3HaUEHHS]

30 -200 N

84 N

Identification /
Tnentudixanis
- HPLC/BEPX

The retention time of the peak of Carvedilol on the

chromatogram of tested solution must correspond

to the retention time of peak of Carvedilol on the

chromatogram of reference solution.

Hac  yTpumanus
XpoMaTorpami

nmiky Kapeeauwnosy Ha
Jocnimkysasoro  po3uuHy

TIOBAHHOG OYT# DOMIOHUM Yacy yTpAMAHHS MHKY
Kapsenunony
DCPIBHARKA

Ha  Xpomarorpaml  Po3unHy

Compiies / Binoosinac

S UvV/ Vo

maximums.

spectrums of tested and reference solutions must
correspond to each other and should have

and minimums by the same
wavelength.

| CnextpH, na xpomarorpamax JIoCHiIKYRAHOTO

po3uuHy T4 PO3UMHY TOpIBHAHHA NOBHHHI
BIIOBINATH OMUH OHOMY T MATH MaKCUMYMH |
MIHIMYM# ITPK OIHUX  THX K¢ JIOBKUHAX XBHIb

Complies / pinnosinae

Related substances (HPLC-UV) / CynyTHi
nomiurky {BEPX-V @)

- Impurity A / nomimga A

«impurity B/ gomimxa B

- impurity C/ gomimxa C

- impurity D/ pomimka D

- single unspecified impurity /

OnuHnana Be cremiuga nOMiniKa

- total impurities (not included impurity C)/
CYMa JOMILIOK

(3a BuKIHOUEHHIM JoMinkn C)

NMT 0.2 % / He 6inpire 0.2 %

NMT 0.10 %/ He 6inbiue 0,10 %
NMT 0.02 %/ He 6inpiue 0,02 %
NMT 0.15 %/ He 6insme 0,15 %
NMT 0.10 %/ He 6inpe 0,10 %

NMT 0.5 % / He Ginpuie 0,5 %.

0.02

0.01
.03
0.13

Dissolution (HPLC-UV) within 30 min /
PosyuneHus (BEPX-V®)
34 30 xB.
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Assay of carvedilol /KinbkicHe Bu3Hauenms

5.94 — 6.56 mg/tab (95.0 — 105.0 % of declared | 6.34

KapBeUNony quantity)/ 1014
5.94 — 6.56 Mr/Tabn. (95,0 - 105,0 % Bin ‘
| o o JAABNCHOT KINLKOCTI)
Uniformity of dosage units / Onuopinnicts
AO30BAHUX OJHHHLIE:.
acceptable value (AVY/ NMT 15 /He Ginpuwie 15 3.9
OpHHATHE gHcTo {(AV) NLT §.75M (% m/m) / He menue 0,75M (%
individual content of dosage imnits"/ M/M)

IHAMBI Xy ansHHM BMICT 1030BAHWK GHH HIIHL

M/M)

NMT 1:25M (% in/m) / He Ginbie 1,25M. (%

Microbiological limits?/ Mikpo6ionoriuuna
YHCTOTA?

-Total aerobic count (TAMC): < 10° KOE/g -
- Total fungi count (TYMC): < 10> KOE/g
- Escherichia coli: absent from 1g -
- 3aransHe wucioo aepoBHWX MIKpOOpraHimis|
(TAMC) - »e 6insine 1000 KYO/T.

- 3araibHe YHCHO INICHABMX Ta APIKIOKOBHX
rpudis (TYMC) ~ He 6inpure 100 KYO/T.

- Biacyrni K. coli B 1.

! — The indicator is evatuated only for the 2 festing level/! — TTokasHyK BHPAXOBYETHCA TINBKH Y BHIIANKY BMKOHAHHSA 2-T0 piBHA

TeCTy. Busorn cneundikanii Tineks nipi sH1lycky:
p YCKY

2 ~ The indicator is periodically tested (on every 10" baich oF for 1 batch once a year, if no other needed)” - Tloxasiiz
_nepioanyto (s koxHoi 10 cepii abo- | cepia B pik, #K100 Hemae iHILOT HEOOX1AHOCIT)

BAKOHYETHCA

13. | Certification statement /
3aapa moa0 ceprudixaii

I hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/labeling and quality conitrol 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 o be in

~compliance with GMP.

LM miaTBep/uKyl0, 10  BUIEBHKIAAEHa  (HGOPMAL
@aBTCHTH{Ha Ta BipHa. [laHa cepis mpemapary mposegesa |
{BKMOYAIOYH. YHAKOBKY / MapKyRBAHHSA Ta KOHTPOJb SKOCTI)

BULICBKA3AHUM BHUPOOHMKOM Y NOBHIM Rigmomigsocri 1

BuMoramMu GMP JIOKaNsHOTO peryisaropHoro oprauy Ta o-
3ATBEPDKEHHX

cnenudikamldi g0 péecTpauiinoro
NOCBIAYEHHN  KpaiHu-immoprepa.  JlokymenTalis 3
BUPOOHULITBA CEpIl, MaKyBAHHA Ta TECTYRAHHSA IEpERIPEHA,

_| T8 BCTAHOBIICHA 11 BiXNOBIAHICTH BUMOraM GMP,

15. | Name and position/title of person a.uthurizing the

batch.release/ Im'a Ta nocana ocodu,
BilOBiAANLHOI 38 BHIIYcK cepil B 06ir

Melania MARGA
Qualified Person

. Qs
/[ Wmirien

16. | Signature of person authorizing the batch release /
Ilianuc ocobr, BianoBizannnoi 3a BHRYCK cepii B
o0Ir

17. Date of signature / Aata nignucy
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