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Certificate of analysis / Cepragikar anamizy
C1810/11.05.2020

L. Name of product / Hassa upoayxry CARVIUM /KAPBIVM
2. Country of manufacturing / Kpaisa supoGuuiersa Romania / Pymymnis
3. Regislrati.c:n certiﬁcatf: number in Uk{ai.ne / Homep UA/13976/01/02
PCECTPaLIfHOTO Hocinuenys B Vikpaiui
4. Strength / losysanus Carvedilol 12,5 mg/xapseaunon 12,5 Mr
. ; 5 . tablets 12,5 mg
5. Pharmaceutical form / Jlikaperxa popma raGuerin 1o 12,5 Mr
. . 10 tablets in blister; 3 blisters i a carton box
g Size and type of the package / Poswip a Tum yniaxossu 10 rabnetox y Grticrepi; 3 Gmicrepn y kaproukii naum
5 Batch number / Homep cepit 486778
' Batch size / Poamip cepii 19 882 packs/yn.
8. Manufacturing date / [lata Bupo6ruirea 04/ 2020 ~
9. LExpiry date / laTa saxinuensa TepMiHY npugaTHoCT 04/2022
10. | Name, address and manufacturing license numbers for | Labormed-Pharma S.A,
all sites responsible for manufacturing process and Bd.Theador Pallady nr.44B, sector 3, Bucharest, code
quality control / Hazga, ajIpeca ¥ HOMEpH JTITIeH3il Ha 032266, Romania
BRHPOSHHITBO 19 Beix BUPOGHHUKIE, BiaMOB nantbHMx Manufacturing license number 16F
38 BUpOOHUYAH IIPOLIEC T4 KOHTPOME HKOCTI Jabopmen-@apma C.A.
44B Teoaop Mannaxi, 3-ii paion, Byxapecr, koa (32266,
— Pymynis; Howep minensii 16F
11. | Certificates of GMP compliance numbers for all sites
of manufacture and quality control /
Homepu Ceprudixaris sinnosinrocti susoram HBIT GMP Ne 029/2019/RO
ANA BCIx BUpoGHWKIS, Biamosizaneamx 3a BHpobHATml
IIPOLIEC TA KONTPOIIL AKOCTI ~
12. | Results of analysis / PesynsTaTi ananizy Sce table below / [lms. TaSnumo mmxae
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Results of analysis / Pesyaprarn aHanily

Parameter tested
KoHTpOJ/ILOBAHHE HapaMerp

Acceptance limits
JonycTuMi memki

Results
PesyiasTaTi

Appearance / White to off white flat round tablets with intact Passcs test / gixmosinae
QOnuce edges, with uniform, compact and homogenous
structure, on onc side with a median line, with a
diameter of 9 mm /
Bini ao maiizke Gini wiocki Tabnerky, Kpyriol
(hOpMH 3 HELOUIKODKEHHMU KPAsMA,
OIHOPIAHOL, KOMIIAKTHOT TA FOMOIEHROT
CTPYKTYPH, PHCKOIO 3 0XHOTO GOk, TiameTpom
Ot 9 MM.
Color / Konip White to oflf white / Bin Glitore po mafixe Ginoro | Passes test/ piamosinae
KONs0pY
Average mass / Cepenus Maca 209.0 - 231.0 mg / mr{220.0 mg / mMr £ 5 %) 217,2 mg/mr
Resistance to crushing 30-200N 109 N

Average value / CrilfKicTe 40 PO3LABIIOBAHHA

CepeaHe SHAMCHIIA

Identification /
[nenTudivaia
- HPLC/BEPX

The retention time of the peak of Carvedilol on the
chromatogram of tested solution must correspond
1o the retention time of peak of Carvedilo! on the
chromatogram of reference solution.

Yac ytpumanns niky Kapsepwnony Ha
Xpomarorpami  Jlocqi/pkyBagoro  pO3IYEHY
NOBMHHO OYTH MOJIOHAM YaCy YTPHMAaHH OMKY
Kapsemunony na  xpomatorpami  Possmwy
NOPiBHAHHS

Passes test / Bianoniaac

- UV/VOD

Spectrums of tested and reference solutions must
correspond to each other and should have
maximums and minimums by the same
wavelength.

Criextps, Ha Xpomarorpamax Jlociimxysadoro
po3udy T2 PoO34HMHY [1ODIBHAHHA I[OBMHUL
BIANOBIZATH OZIHH ONHOMY Ta MATH MaKCHMYMH i
MIHIMYMH IpH OIHHX 1 THX K€ JOBKHHAX XBHADb

Passes test / RinoBipac

Related substances (HPLC-UVY) / Cyryrni
nomimks (BEPX-Y D)

- impur“){ A }' ,ﬂOMimKﬂ. A NM‘T 0.2 %/ He ﬁiﬂhﬂle 0,2 % O‘Ui
- impurity B / aomimka B NMT 0.10 % / He Ginnme 0,10 % 0

- impurity C / nomituka C NMT 0.02 % / He 6insiue 0,02 % 0

2 1mpurﬂy D/ nomimmka D NMT 0.15 % / He 6inbwe 0,15 % 0.01
- single unspecified impurity / )

OIRHETIA He cTIeWHITHA OMIlIKa NMT 0.10 % / He Sireme 0,10 % 0.04
- total impurities (not included impurity C) /

CYMa HOMIILOK . .

(3a BEKMIOYeHHAM Jomiwxna C) NMT 0.5 %/ He dinpiwe 0,5 % bk
Dissolution (HPLC-UV) within 30 mim / S1 98

PosuuneHna (BEPX-V@)

NLT 80 % (Q)/ He menune 80% (Q) 82
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3a 30 xs. 53
Assay of carvedilol /KinsxicHe smznauenis
KﬂpBEHI/IJ]U:])’ 11.88 - 13.13 mgf'i&b (950— 105.0 % of 12,31
declared quantity) /
11.88 — 13.13 mr/rabn. (95,0 — 105,0 % sin
3aABJIeHoT KinbKoceTi)
Uniformity of dosage units / OaropianicTs
JO30RAHUX OJTHHHIIE:
acceptable valuc (AV)/ NMT 15 /He Oinsme 15 12.8
TpHilisTHE Yncio (AV) NLT 0.75M (% m/m) / He memwe 0,75M (% Conform
individual content of dosage units'/ )
iHAKBILyanpHEuA BMICT [030BaHHX OOMHHIE" Conform

M/n)

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

Microbiological limits®/ MixpoGionoriana
yuerora?

-Total aerobic count (TAMC): < 10* KOE/g -
-Total fungi count (TYMC): < 10 KOE/g

- Escherichia cofi: absent from lg

- 3araibHC WHCAO aepofHMX  MikpoopranizMin
(TAMC) — pe Giapime 1000 KYO/T,

- 3aranbHe HHCIO TUNCHABAX A APDIKIDKOBHX
rpubie (TYMC) — ne Ginpore 100 KYO/T.

- Bigevtri £ coli 81T,

N

! The indicator is evaluated only for the 2™ testing level/ 1 — Tlokasnux BUPaxoBY€EThUst THIRKH ¥ BHIAAKY RHKOHAHHS 2-TO pisas

TecTy. Bamory cneupdixanii TinLkH IIPH BUILYCKY:

2 — The indicator is periodically tested (on every 107 batch or for 1 batch once a year, if no other needed)” — TToxkazuuk nHKOHYCTLES
nepionwuyo (s xoxknol 10 cepil ato 1 cepis B pik, sximo Hemae 1HMoOT 11e08ximOCTI)

13. | Certification statement /
3anpa mwoao cepradixanil

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.

un  miorsepmixyro, MO BHNEBHKIafeHa indopMauis
aBTeHTHYKa Ta Bipma. [awa cepis MpenapaTy npoRejclia
(BXMOMAIOUH YIAKOBKY / MapKyBaHIA Ta KOHTPOILL AKOCTI)
BHIUCBKA3aHWM BUpOOHHMKOM Yy nosrill BinnoriauocTi 3
puUMoraMu GMP JiokankHOro pervisTOpHOTO opraiy Ta j10
3ATBEPIIKEIIHX cneuudikanii  no  peecrpatifinoro
nocBiMeRHA  Kpainu-imnoprepa,  [loxymemranis 3
BHUPOOHHLTBEA cepil, MAaKyBaHILL Ta TCCTYBAIINA [IEPERIpEHa,
Ta BCraHoBaeHa i1 Bianosijnicrn Bumoram GMP.

15, | Name and position/title of person authorizing the
batch release/ Im'st T2 nocana ocodu,
BiNoBiaNbLH0T 32 BHILYCK cepii B 06ir

Melania MARGA
Qualified Person

16, | Signature of person authorizing the batch release /
Tlianuc ocobn, BinnosizansLHol 38 BUNIYCK cepii B
obir

QUALIFE,
PERSOEJD

C%Zf El

17. | Date of signature / lara ninnucy
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JAEPXJIIKCJIYXXBA
JTEP)KABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHiBCHKIHN OBJIACTI

npocrniekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €JIPTIOV 37078774

BUCHOBOK
PO AKICTH BBE3€HOro B YKpainy JIiKapchbKoro 3acoby

02.10.2020 Ne 50242/20/10

KAPBIYM
(HaliMenyBaHH$ Jikapcekoro 3acoby 3rigHo 3 PpeecTpauifHuM nocsiqyeHHsM)
Tabaerku mo 12,5 mr, no 10 Tabaerox y Ouicrepi; mo 3 Gticrepu y kapToHHiii Kopoomi
(opma Bumycky, 103yBaHHS, BUI TMIaKyBaHHsI JIiIKapChKOro 3acoby)

Howmep peecrpaniiitoro nocsinuenns UA/13976/01/02 crpox gif peectpariiinoro nocsizzernst 01.01.2099

Cepis nikapcekoro 3aco6y Ne 486778 KinskicTs BBE3eHOrO Nikapcbkoro 3acoby 648
BupoGHuk JIabopmen-®apma C.A., PymyHis
(HaliMeHyBaHHs BUPOGHMKA JTiKAPCHKOTO 3ac00y, KkpaiHa OXOIKEHHS)
BaeseHo B Vkpainy ChinbHe ykpainchbko-ecToHChbKe miANpHEMCETRO Yy dopmi TOBapHCTBA
3 obmexeHoI0 BignoBiambHicTIo " OnriMa-®apm, JT", inenr. kox:
21642228

(naiiveHyBaHHs Ta koA 3a €JIPTIOY 1opuan4Hoi 0co6u a6o Tpi3BUIE, iM's, O GaTbKOBi (izuunoi |,
0coG¥ - miAnpyreMLs, ii MiCIie IPOKUBAHHS Ta peecTpaLiiHuHi HOMep 00611iKOBOT KapTKH IUIaATHUKA
nozarkis abo cepis Ta HOMep nacropra) :

ITpoTokos BisyansHoro koutposo Bix 25.09.2020 Ne 3203/3.

3a pesynbTaTaMM JEp)aBHOTO KOHTPONIO BCTAHOBJIEHO, IO IHKAPCHKHM 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSM BAMOT 32KOHO/IABCTBA MO0 3a6€3MeYeHHs AKOCTi JIIKAPCHKHX 3aCO0iB.

3aCTynHUK HaYaJIbHUKA BiIUIiTy
JlepxaBHO]. 3 JIIKapChKUX 3ac06iB

3y6apeBa H. B.
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(miammc) (ininiamm Ta npizBume)



http://www.tcpdf.org

