Pharmaceuticals and cosmetics Ine,, QUALITY CONTROL DEPARTMEN

Ulica Danica 5. 48 000 Koprivnica, Croatia o ‘ o
Benyno, AikH 18 ROCMETHKA. L. BIZIUT KOHTPOJIKO AKOQCTL

sy Jlanina 3, 48000 Konpusrniu, Kopearis

BATCH CERTIFICATE
CEPTHDIKAT AKOCTI CEPTI

Product name: VIVAIRA, chewable tablets, 50 myg Manufacturing date: 05.2023
1 tablet in a blister

HaitMeHy BaHHS nPOJLYKTY! BIBAVIPA, tabnerin wysasui, 50 vr Jiara supobHIIIYBAL )5.2023
no | rabuernd y Guicrepd

Barch No: 232406 Expire date: 015.2026

Cepia No: 232406 Tipsusaeruii A0 5.2026

Quantiry: 1.100 pes a' 1 bl Cropinga 132

KisbKicTh: 1,100 yn. no 1 16

Sirength of action/activity: | chewable tablet containg sildenafil S0 mg in the form of sildenafil cirate 70.24 my
Cnta sif/acrusHicth: 1 Tabuerka KyBaabHa MICTHT S cunjenadiny 30 mry gopwi cuspicHadisy 1rpary 70.24 mr
Marketing Authorization in Ukraine: UA/13370/31/01 unlimited -

Peeerpariiine nOCsiMeHHn B Yxpaiui: UA/15370/01/01 uie descrpokasa

Canelusion of confirmation GMP: Ne 497/2023/C-1001 from (7.09.2023

BreHoBOK 1izrrsepaxenus ceprudixara GMP: Ne 497/2023/C-1001 siy 07.09.2023

Manufacturing authorization: Ne381 10-05/162-17-16

Slinenzin va supofuuineo: N3 0-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Lac., Croatia

Bupofuuk: Beayno, S Ta KOCMETHRA, A4, Xopeatis

Manufacturing site: Ulica Danica 5. 48 000 Koprivaica, Croatia

Azpeca pupobuisa: By, Hanita 3. 48000 Kenpupanua, Xopsatit

PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPI BAMOT'H PE3VJIBTATH
APPEARANCE 'l'vl'iungulm', biconvex, while blets with embossed "L00” on Complics
one side.
OlNHC TpuxyvHi JROONYKA rabrericn 014010 KOILOPY 3 THCHCHHEM Bimiosiiae

«50» na ot cropow

IDENTIFICATION OF SILDENAFIL
AEHTHUBIK AL CHUPTEHADUTY

UV a) The UV spectrum of the test solution comesponds o the UV Complies
a) Y spectrum of the reference solation, Bianosiac
2) Y cnekip BHIpOGYRAHOTO  DOIHHHY simosipae YO
CHERTPY PORTHITY NOPIBHIINIL

Complies
by HPLC 1) The retention time of the principat spot in the chromatogram Bianosinac
by BEPX of sample sotution should correspond to the reention time of

principal spot of sildenafil in the chromatogram of the

reference solution,

H) Yac YIpHMamHg  OCHOBIOIQ MKy B XPOMATOFPaMi

pURpOSYBAIONO  POIUIEY  ROBUIHCN planositaT  wacy

VIDHMY B OCHOBHOTO THKY cuszeHag iy na xpoMarorpami

NOPIBILIHHA, ‘
WATER Not more than 6.0 % (w/w) 4,88 %
BOIA He Gubie 6,0% (uac/yac) 4.88 %
AVERAGE MASS 270 mg £ 3% (262 - 278 mg) 270,77 mg
CEPEJHS MACA 270 Mr & 3% (262 - 278 Mr) 2707 Mr
DISSOLUTION The amount of the dissolved active ingredient after 30 minwes G50 6% 6%

is Q = 80%. 97%: 975 98%
PO3YHHEHHSA He smenure 80 % {(Q) sid HOMIBRABHOT KiAbKOCTI AIOHOl 975 96% 6%

PEHOBHHE MaE epeliTy ¥ POsURE UCpes 30 x8. 97% 97% 8%
TUNIFORMITY OF CONTENT AV < 15,0 % (L1) on 10 unils or 47 %
OJIHOPIIHICTS AO3VBAHHA AV 15,0 % (LD and 0,75 M < Xi < 1,25 M on 30 units 4.7 %

AV < 15.0% (L1) wa 10 ojunuih 400
AV < 150% (LD w 0,75 M < Xi < 125 M
wa 30 oI




Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5. 48 000 Koprivaica, Croatia ‘ ‘
Benyra, 2ikn Ta KOCMETHKR, LA, BLAAUT KOHTPOJIHO AKOCTI
sy Janita 3, 48000 Konpusuni, Xop RaTIA

BATCH CERTIFICATE
CEPTUOIKAT SIKOCTI CEPI

Product name: VIVAIRA, chewable tablets, 50 mg Manufacturing date: 05.2023
1 wablet in a blister
Haitvenysaimis (pogysTy: BIBAMPA, tabieriat skybansii. SO Mr JaTa pupodHIIITsa: 05.2023
no 1 rabnernd y Gnictepi
Batch No: 232406 Expire date: {5.2020
Cepin N 232406 [pr@runii 1o 05.2020
Cropinka 232
PARAMETERS REQUIREMENTS RESULTS
HNAPAMETPH BHMOI'H PE3V.IbTATH
TENT OF 1 table contains:

SILDENAFVIL 47,5 - 52,5 mg of sildenafil. ie. 48,78 mg
95,0 - 1050 % of the declared content. 97.6 %

KUTBKICHE BH3HAUEHHS

CHAAEHADLTY ! rabnerka MictiTb: 48,78 Mr
47,5 « §2,5 mr cumenadiny, oo, 97.6 %
95.0 - 105,0% i 30/01en01 KILKOCT,

RELATED SUBSTANCIES N-oxide: not more than 0,2 %. 0,077 %
Any unknown impurity: not more than 0.2 %. 0,059 %
Total impurities: not more than 1.0 %. 0.136 %

CTOPOHHI JIOMIIIKH N-oxeit: ve Sispure 0.2 %. 0.077 %
Byaw-sign oAvHuMHa HelrenTrdikosHa AoMiuka: He GbrbLe
0,2 . 0.039 %
Cyma govinor: ue Oiasiuc 1.0 %, 0.136 %

MICROBIOLOGICAL PURITY TAMC: 10 clu /g <10
TYMC:0 ol g <10
Escherichia coliz absence m 1 g Abscnee

MIKPOBIOJOITHHA HHCTOTA TAMCI0TKY O <10
TYMC1O*KYOir <10
Escherichia coli: placyrni s 1 v Biacyrei

# LOQ - Meska KIFLKICION0 BH3HRURTIT

Conclusion: T hereby certify that the above information is authentic and accuraie. This batch of product has been produced, including
puckaging, labeling and quality control, and released ut the shove mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch tecord was reviewed and found to he in
compliance with GMP.,

Brenosok: LM nUIIBCPAKYEMO, 1110 BHINCBRA3UHA jHpopMallia € AOCTOBIPHOIY | TGHHOI. Haua cepin uposyiry Oyna npeseicna,
BRIOUAIONT VIIAKOBKY. MAPKYBAHUA Ta TICPEBIPRY AKOCTH, T BRIYINCHA H3 BHFICERATAHOMY BUPOBHHHOMY MABAaHTHKY B IOBHIA
sizonizocti 3 pasorasy GMP Ta nopyast cnergspiranii peccrpanifinoro nocsiprers kpafim isroprepa. Flporoxor cepito
Byn nepenipetnii | BUAnAITE BUORIIHIN BRMOTAM GMP,

Qualified Persom

1. Kalgié, M.Se.Spec.
Ynosronaxena ocoba:
1. Kanuny, Mp.ei. creit
Date/lara: 06.12.2023




