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KOHETPA JIETIOKC Ceprugiiar No; | FER-0063243073 1 0 imea 133
BATCH CERTIFICATE
CEPTH®IKAT HA CEPIIO
Product name: | KONEGRA DELUXE Manufacturing country: | Greece
Ha3ea npoaykuii: | KOHEI'PA JEJIIOKC Kpalua-supobuux: | Tpenin
I.’harmaceutlcal form, dosage: | chewable tablets, 30 mg L'lcens? No.: 0000000073/23/1
Jlikapcoka Ppopma, zozyBanns: | Tabaerku wysaassi mo S0 mr | Jinenzia No:

Strength/potency:

Cuna pilfaxrusiicTs:

1 tablet chewable contains 70.24 mg of Sildenafil Citrate equivalent to

Sildenafil 30 mg

1 rafureTka xyBaaLHa MiCTHTL cungenadiny unrpary 70,24 mr
ekBinaneHTHO cruhenadiny S0 mr

Size and type of
packaging:
PoaMip Ta Tun

1 tablet in a blister; 1 blister in a cardboard box, Ukrainian and English
languages labeling
1o 1 vabactui y Onicrepi; no 1 Saicrepy B xapToRRiit kKepobii.

NAKYRAHHA: | MapkyBanHa yKpaiHChKOK0 T AHCATHCLKOI MOBAME
B(:;tclf No.: 243073 Bafeh suzi. 1 600 000 boxes
epia Ne: Poamip cepii: Kopofiox
Date of manufacture: Expiry date: ~
Jara sapobunursa: be2824 TIpupaTunit ao: DGIE0LT
Registration Certificate No.: Unlimited from:
Pecerpauiiine nocsinennn Ne: UA/14511/01/02 Heobmewennii 3: 17022020
Manufacturer: | Genepharm SA, 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
Bupobunx: | l'ecncapm CA, 18-it km Mapadonoc Asenro, Hanxini Arriki, 15351, I'penis
Conclusion en confirmation of GMP Certificatc No.: dated:
Bucnosok moao wigrecpaxcunn ceprrdikary HBII Ne: 459/2023/(-886 Big: 10.08.2023
Aagalysis procedure results/
Pe3syanTaTa nposcacHEs aEanisy
METHOD OF
No./| PARAMETER/ SPECIFICATION / CONTROL / RESULTS /
Ne HOKASHHK CIELMOIKALIA METOH PE3YJILTATH
KOHTPOJNO
1. | Appearance While, triangular, biconvex tablets embossed Visually, M), .
with «30» on one side. p. 1 Complies
3osnimnii swrnen | bini, TpukyTHI, ZgooiyKni rabnerky 3 Bizsyansunii, . .
THCHERHAM «50» 3 ogHOro Boky, MIC, n. | BIAMCRL A
2. | Identification: UV, HPLC,
uv Complies with the spectrum of the standard. MQC, p. 2 Complics
HPLC Complics with standard, Complies
InenTudikania: Y@, BEPX,
Yo Biznoeizae cnekypy cranaapry. MKA, n. 2 Bignosipae
BEPX Bianosiaac cranpapTy . Bianosinae
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Genepharm SA
18" km Marathonos Ave,

15351, Pallini Attiki,
Grecce
KONEGRA DELUXE Certificate No.: Page?2 of 3
KOHETPA JEJTIOKC Ceprupincar Nz | T ORG240 | oy vimica 233
METHOD OF
No./| PARAMETER/ SPECIFICATION / CONTROL/ RESULTS/
N IMMOKA3IHHK CITENU<IKAIIIA METOA PE3YJbTATH
KOHTPOIIO
3. | Water content at release at shelf-life Ph. Eur. 2.5.12 3.5 wiw
<6.0 % wiw < 7.0 % wiw MQC, p. 3 ’
BMmicT soun NIPH BUNYCKY Ha Tepmin npupatHocTi | Ph. Eur. 2.5,12 35 w/n
< 6,0 Yo Mim < 7,0 % MM MKA, n. 3 :
4. | Average weight 270 mg 4 3 % (262 - 278 mg) Weighing, 271 mg
MOC.p. 4
Ccpcann maca 270 mr £ 3 % {262 ~ 278 mr) Isancysanin, 271 mr
MKS$, n, 4
&. | Uniformity of Accordance with the requirements of Ph, Eur, Ph. Eur. 2.9.40, AV.:13
Dosage Units 2.9.40, MQC, p. § e
Ouunopinuicrs Biznosigno ao aumor Ph. Eur. 2.9.40, Ph. Eur, 2.9.40, AV:13
AO3OBAHKX CAHHHIL MKA, n. 5 e
6. | Assay: 95.0 - 1050 % HPLC, MQC, p. 101.8 %
Sildenafil 6 o
Kinbkicue 95,0 - 105,0 % BEPX, MKHA, n.
BHINAMCHNHA: 6 101,8%
cunaeHadin
7. | Impurities: HPLC, MQC, p.
Nitric oxide <0.2% 7 0.03 %
Any unknown <02 % <LOQ %
umpurity
Total impurities <1.0% 0.03 %
Aomimka: BEPX, MK, n.
Oxeun asory <0,2% 7 0,03 %
Bynb-aka nepigoma |} <0,2% <MKB %
DOMILIKA
CymMa aomiwok <1,0% 0,03 %
. 7 T TR :
8. | Dissolution Q=80 % within 30 min ?PLC, MQC, p. 100.1 %
2 s
Posusnnicts Q=80 % za 30 x8 EEPX, MKA, s, 100,1 %
9. | Microbiological "I'otal Aerobic Microbial Count (TAMC) < 19° Ph. Evr. 2.6.12, Complies
purity* CFU/g; 2613, MQC, p.
Total combined Yeasts and Moulds {TYMC)< | 9 Complies
102 CFU/g;
Absence ol Escherichia coli per 1 g, Complies
Mixkpobivmorinsa 3aranbHa KinLKICTh 26PODHIX MIKPOOPraRrizMiR Bimnosinae
Yncrorat (TAMC) < 10° KYOn;




Genepharm SA

¢bgenepharm

18" km Marathonos Ave,
15351, Pallini Antiky,

Greece
KONEGRA DELUXE Certificate No.: Page 3 of 3
KOHEIPA JEJIOKC Ceprupiwcar Ne: | L CR-00632430%3 | oo imnca 333
METHOD OF
No./| PARAMETER/ SPECIFICATION / CONTROL/ RESULTS /
Ne NNOKA3HHK CHNEIHO KA METOXN PE3YJIbTATH
KOHTPOIO
3aransHe KifbKICTh APIAIDKOBHX Ta UBLTEBHX Bignorigac
rpubis (TYMC) £ 107 KYO/r;
Bigcyrnic1s Escherichia cofin 1. Bianosiaac
Labelling: | Should correspond to the registered labelling. Complies
MapxyBanns; | TTOBHHHO BIATIOBIAATY 30pEECTPOBAHOMY MAPKY BAHHIO. Bianosinae
Packaging: | Should correspond to the requirements of MQC. Complies
Naxysanns: | [losHHHO Bignositan sumoran MKJL. Bianoginac
Comments: | *Test is performed on at least one batch per year.
Komentapi: | *Bunpobysanua nposoayTbcs He piitie HK 0fiHa CCpis HA pik,

1 hereby certify that the above informmion is authentic und accurate. This batch of product has been
manafactured, including packaging/labelling and quality control analysis, ot the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification qvailable in
regisiration dossier. Protocols of batch processing, packaging and analysis records were reviewed and found tn he
in compliance with GMP. I hiereby confirm that all production stages for this basch of finished product were
carried out in full compliance with the requirements specified in the current GMP guidelines approved by the
Ministry of Health of Ukraine,

L{un » 3aceiduyio, 1o nasedena ssne indopmanis ¢ docmoaiproie ma mourosno. L{in cepiio upodyxuit yno
SUPUBAENO (BISTIONMONN NAKYEAHRA/MAPKYEAHNT} T HPOBEDEHD KOIMPOns I¥ akoCIH 1 swsueIasuauenii
Olrenusi y noenliii sionovidnocmi 3 sitwoean GMP, 6CImanosIeRuMi MiCKe6 UM PE2YNABOPHUM OPLAROM, i
marndic gionneidnn oo enewudinania, e micmumsca e peccmpanitiniony ducsc. fipomoxoau supobriuymsea,
RAKYOQUNR Ma anaaldie Byae nepezanuymo ma scmannarenn sionogionicme GMP. L{um nidmeeponcyso, wmo aci
supobiuni cnadiy dnn wiel cepit 20moeol npodyKuit By 3diticneni & noeniii sidnagidnocmi 3 eustozani,
JasRavenuny 8 wunxii nacmanori 1 GMP, sameepoaicenii Minicmepemeom oxoponu 30opve’s Yrpainu.

Name and position of person responsible for the analysis:

Ipidsuite ‘va nocasa ocobu, mo sianesigac 1a anania:

Nikolas Gravos, Head of Quality Control,
Qualified Person

Hixonac Cpasoc, Kepisunk siaainy wourpomo
SAKOCTi, YNOBHOBRACHS 0c0ba

Signature of person responsible for analysis:
Tianue ocobu, mo Bianopinac 3a ananis;

Name and position of person responsible for batch relense:
Mpissie 4 nocaaa ocoln, mo Bianosigac 13 BUNYCK
cepii:

ety Control,

Qualified Person
Hixonac Upanoe, Kepisnuk siaainy kourpomo
AKOCTi, YNOBHOBRIKCHS 06062

Signature of person responsible for batch release:
Mipanc ocobn, wo BiROORINAE 33 BHRYCK cepii:
Date of signature:

Aava ninnueauun;

JikolaoyiGra S, MSc Ch
Head OFM@ Oualife ,egml;'" 3

i
i

06.11.2024 o

st e,
JOKYMEHTIB »@
\
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Genepharm SA

15351, Pallini Artiki,
Greece

18" km Marathonos Ave,

KONEGRA DELUXE Certificate No.: o Page 1of3
KOWETPA JIETIOKC Ceprugicar Noy | PERWG2AITI 1 (o al13
BATCH CERTIFICATE
CEPTH®IKAT HA CEPIIO
Product name: | KONEGRA DELUXE Manufacturing country: | Greece
Hasea npoayknii: | KOHETPA JEJIIOKC Kpafua-supotuuk: | Tpenin
l.’harmaceutwal form, dosage: | chewable tablets, 50‘ mg L.ICEIIS? No.: 0000000073/23/1
Jlikapcexa popma, so3ysanus: | Tabrerku wysannui mo 50 mr | Jinenzig Nu:

Strength/potency:

Cuna pi/axTHBHICTS!

1 tahlet chewable contains 70.24 mg of Sildenafil Citrate equivalent to
Sildenafil 50 mg
1 rafeTia yBaALHA MicTHTL ceungenadiny unrpary 70,24 mr
eKBIBANEHTHO eutenadiny S0 mr

Size and type of
packaging:
Poamip T2 THn
NAKYBAHHA

1 tablet in a blister; 1 blister in a cardboard box. Ukrainian and English
languages labeling
uo 1 Tabierui y 6aicrepi; no 1 Gaicrepy » xapronniit Kopobui.
MapkyBanns yKpalHChKoI0 Ta AHCAIHCLKOK MOBAMM

Batch No.:
Cepina Ne:

243073

Batch size:
Poamip cepii;

1 000 000

boxes
Kopodox

Date of manufacture:
Jara gupobuuursa:

06/2024

Expiry date:
TpupaTunit go: 062027

Registration Certificate No.:

Pecerpauitine nocsinue

aHn No:

UA/14511/01/02

Unlimited from:
Heobmewennii 1:

17.02.2020

Manufactorer:

Genepharm SA, 18th km Marathonos Ave, Pallini Attiki, 15351, Greece

Bupobunx: | Tenedapm CA, 18-it km Mapadonoc Aseno, Hanaini Arrixi, 15351, I'penin
Conclusion on confirmation of GMP Certificate No.: dated:
BHCHOBOK WIOAD MiTTRCPAKCHHA ceprudikary HBIT Ne: SSIRNINCERE Bim: 10.08.2023
Aunalysis procedure resulis/
PesyanTaTe nposcacuus sHANi3Y
‘ METHOD OF
No./| PARAMETER/ SPECIFICATION / CONTROL / RESULTS /
Ne DOKASHHK CNEUMOIKA LA METOJ PE3YJILTATH
KOHTPOJIO
1. | Appearance While, triangular, biconvex tablets embossed Visually, MQC, Comoli
with «30» on onc side. p. ! ompries
3osnimnid surnag | Bini, TpukyTHI, LBOOITY KNI Ta0neTky 3 Bisyansuuit, : ;
THCHERHAM «50» 2 ogroro Goky, MKS, . 1 Bianosinac
2. | Identification: UV, HPLC,
uv Complies with the spectrum of the standard. Complies
HPLC Coamplics with standard, Complies
Inenmudiranin:
Yo Bianosinac cnckvpy cranpapry. < | Bianosinae
BEPX Bianosiaae cranaspry. b5 )| Binnosinae
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Genepharm SA
18" ki Marathonos Ave,

15351, Pallini Attiki,
Greece
KONEGRA DELUXE Certificate No.: Page 2 of 3
KOHETPA IETIOKC Ceprupinar Nz | FCRO63/243073 | o caz3
METHOD OF
No./| PARAMETER/ SPECIFICATION / CONTROL / RESULTS /
No ITOKA3HHK CITETHPIKAIIA METOJ PEIYJIBTATH
KOHTPOJIIO
3. | Water content at release at shelf-life Ph. Eur. 2.5.12 3.5 wiw
<6.0 % wiw £ 7.0 % wiw MQC, n. 3 ’
Bmicr Boan NIPH BUMYCKY Ha repmia npupatHocTi | Ph. Eur. 2.5,12 35 w/m
< 6,0 Yo Mim = 7.0 Y% MiM MK, n. 3 '
4. | Average weight 270 mg £ 3 % (262 - 278 mp) Weighing, M m
MQC, p. 4 &
Cepeans Maca 270 mr 3 % {262 - 278 mr) 3ancysamis, 971 wr
MKS, n, 4
5. | Uniformity of Accordance with the requirements of Ph, Eur, Ph. Eur. 2.9.40, AV.:13
Dosage Units 2.9.40, MOC, p. 5 o
Onuopinnicrs Bianosigno ao aumor Ph. Eur. 2.9.40, Ph. Eur. 2.9.40, .
AV.:13
AOIOBANHX DAHHHIIL MKA, n. 5
6. | Assay: 95.0 - 105.0 % HPLC, MQC, p. 101 8 %
Sildenafil 6 o
Kinvxicne 95,0 - 105,0 % BEPX, MKA, n.
BHIHAYCHHAS 6 101,8 %
cpeHadin
7. | Impurities: HPLC, MQC, p.
Nitric oxide <02% 7 0.03 %
Any vnknown <0.2% <LOQ %
impurity
Total impurities < 1.0 % 0.03 %
JAomvimkn: BEPX, MKA, .
Oxeun asory <0,2% 7 0,03 %
byab-aka wesigoma | <0,2% <MKB %
DOMILIKa
Cyma aomiurox <10% 0,03 %
8. | Dissolution Q=80 % within 30 min HPLC, MQC, p. o
3 100.1 %
PosuunnmicTs Q=80 % 3a 30 x8 ?EPX, MKA, 1. 100,1 %
% | Microbiological “T'otal Aerobic Microhial Count (TAMC) = 19° Ph. Eur. 2.6.12, Complies
purity* CFU/g; 2613, MQC, p.
Total combined Yeasts and Moulds {TYMC)= |9 Complies
10® CFU/g; Fmnon b
Absence of Escherichia coli per 1 g, Kw,‘}{:amp} ies
MixpoGivaoriuxa 3aramsHa kinekicTs aepoBHix Mikpoopraniamip b3 M" )E ANOBILAC
YHCTOTA* (TAMC) < 10* KYO/r; )3

)

* /)




Genepharm SA
ah mpl‘wm 18™ iem Marathonos Ave,
15351, Pallini Auiki,
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KONEGRA DELUXE Certificate No.: Page 3 of 3
KOHETPA JEIOKC Ceprupicar No: | POR0063243073 | (. 2333
- METHOD OF
No./| PARAMETER / SPECIFICATION / CONTROL / RESULTS /
Ne IIOKATHHK CNNENH®IKAINS METOJ | PE3YJIbTATH
KOHTPOJLIO
JaransHa KiTGKICTh PINIDKOBHX TA UBLTEBHX Binnosigac
rpubin (TYMC) < 10 KYO/r,
Biacyrnicrs Escherichia colig 1 1. Bianosigac
Labelling: | Should correspond to the registered labelling. Complies
Mapkyeanna: | Nosunno sianosinarm IAPEECTPOBAHOMY MADKYBAHHIO. Bianosinae
Packaging: | Should correspond to the requirements of MQU, Complies
Daxysaunn: | [loBHkHo Bignoeinarm sumoram MKS, Bianoeinac
Comments: | *Test is performed on at least one batch per year.
Komentapi: | “Bunpofiysanus nporoairsca we pistue Hiw OfiHA CCpid HA pik,

1 hrereby certify that the above informmtion is authentic and accurate. This batch of product has been
manufactired, including packagingfabelling and quality control analysis, at the above mentioned site in full
conpliance with the GMP requirements of the local Regulatory Authority and with the specification available in
registration dossier. Protocols of hatch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. | hereby confirm that all production stages for this bareh of finished product were
carried oul in full compliance with the requirements specified in the current GMP guidelines approved by the
Ministry of Health of Ukraine.

L{un & 3aceiduyio, o nasedena sirye inpopmanin ¢ docmogiprow ma mounoo. L{m cepirr npodyxuir 6yne
LUPOBNEND (BRTONAIONN NAKYEAHHA/MAPKYSAHNA} Ha Hposedens Kotmpons ii srocmi na smmerasuagenii
Olrenuni y noeniis sidnovidnocni 3 envocan GMP, scmanoanensiis MICHEBUM PELYNAMOPHUM OPLUNOM, i
MArnXNC aidnneione on cneyudivania, we Micmumsca ¢ peccmpaniiinony ducec. Hpomoxoau supobHuMEQ,
RAKysatng ma anaaisie Byav nepezasnymo ma scmarnostens sionogionicms GMP. Ifum nidmeepdantyso, e aci
SUPOGIUNE crradil Orn yict cepit 20moeo! npodyxit Bynu s0iiicneni & nosnii sionagionocmi 3 eusocamu,
SEIHANENUIU 8 Yunkid nacmanosi 1 GMP, sgmeepdarceniii Minicmepemsom oxepornu sdopoe’n Yrpainu.

Name and position of person responsible for the analysis: | Nikolas Gravos, Head of Quality Control,
Qualified Person

IpizBuie va nocasa ocobi, mo sinnesizac 13 anagia: | Hixonac I pasac, Kepisnnk piaainy kourpomo
AKOCTi, YNORHOBAKCHE 0C0Ba

Signature of person responsible for analysis: ik M ‘
Ilianue ocobit, mo sianosinac 3a ananis; Lo °ls 4 uvas, MS¢ Chemis.

Name and position of person responsible for batch releuse: | Nikolas ¢F ]
pissime Ta nocaas ocobu, mo pianosinac xa runyck | Qualified Perso,

cepii: | Hixonac Cpance, Kepisnux siaainy kourpomo

& AKOCTi, YNOBHOBAMCHE 0¢06a
Signature of person responsible for batch release: -ikolaogicr "s, MSe Chemys
Nigrnc ocofu, wie minnosinac 3a sAnycK cepit: ‘ H2ad oF Qus¥tyTonteol Oualified o, e

Date of signature: {

Aara nianueaunn; HEALI0TA

Control,

% PAly
e“)“m;uuan.c,,,{.erto

. nd
JOKYMEHT
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