Pharmaceuticals and cosmetics Ine.,

Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyro, nikH T8 KOCMETHER, L.,

gya. Janing 5, 48000 Km'npnmmwr, Xopuaris

QUALITY CONTRQL DEPARTMENT

BT KOHTP OO AKOCTL

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPII

Product name: VIVAIRA, chewable tablets, 50 mg Manufacturing date: 05.2023
4 tablet in a blister
Haisenypans npojyxry: BIBAMPA, tadnetin sysanuii, 50 wmr
o 4 rabrery y dnierepl Hara supodmaursa: 05.2023
Batch No: 232416 Expire date: (05.2026
CepinNe: 232416 Hpuratumii o 05.2026
Quantity: 4.170 pes a4l Cropigsa 132
Kinpkicrp: 4.170 yi. no 4 v6a,
Strength of action/activity: 1 chewable tablet containg sildenafil 50 mg in the form
of sildenafil citrate 70.24 mg
Cra aivaxrusricrs: 1 Tabmerka xypsaauna micturs cunsenadiny 50 mry dopui
cuntesad iy wurpary 70,24 mr
Marketing Authorization in Ukraine: UA/15370/01/01 unlimited
Peccrpariiiie nocsimwenns & Yipaini: UA/LS370/01/01 aic Gezetpoxoso
Conclusion of confirmation GMP: Ne 497/2023/C- 1001 from 07.09.2023
Bucuorox riarsepmrenis cepraicata GMP: Ne 497/2023/C-1001 pin 07.09.2023
Maunuiacturing authorization: Ne3gl 10-05/162-17-16
Hinensis ma sppobinrrso:  Me381 10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmeltics, Ine., Croatia
BupoGurk: Besynio, Jixi i KoCMeTHKa, 1.7, Xopsatis
Manufacturing site: Ulica Danica 5, 48 000 Koprivaica, Croatia
Aapeca snpobimirsa; sy, Hanina 5. 48000 Konpusimng, Xoppatii
PARAMETERS REQUIREMENTS RESULTS

[TAPAMETPH BHMOI'H PEIVIABLTATH

APPEARANCE Triangular, biconvex, white tablets with embossed "50" on one Complies
side.

OITHC Tpukyrai jsoonyviii Tadierior SLI0F0 KOALOPY 3 THCHCHNAM Biarosiac
«30» B ot croponi

[DENTIFICATION OF SILDENAFIL

LHEHTHOIKALL CHTEHADLTY

a) UV a) The UV spectrum of the test solution corresponds to the LIV Complies

a) ¥

by HPLC
by BEPX

spectrunt of the reference solution.
a} VO cnexrp wunpoSysanoro posumny  sianosipac YO
CHICKTPY POBUHILY HOPIBIAHUA.

by The vetention fime of the principal spot in the chromatogram

of sample solution should correspond to the retention time of

principal spot of sildendfil in the chromatogram of the
reference selution,

by UYac YIPUMAHAN OCHOBHOIO HiKY Ha  XPOMATOIDAM
PURPOBYBANOTG  DOSHAY  TOBMEER  BLANOBLAATH  dacy
FIpUMYRATTA ocHoBHOre MKy cwpetabiny Ha xpoMarorpami
NOPI BT

Bismronizac

Complies
Birosizac

WATER Not more than 6.0 % (w/w) 443 G
BOJIA He Binnioe 6,05 (Mac/vac) 443 %
AVERAGEMASS 270 myg £ 3% (262 - 278 my) 2675 mg
CEPEITHI MACA 270 mr & 3% (262 - 278 mr) 2675 ur

DISSOLUTION

POZUMHEHHSA

The amount of the dissolved aclive ingredient alter 30 minutes
is (0 = ROGH.

He senme 80 % (Q) sin nosinanshol kinbkocti alouo!
peroBHEd Mae riepeiiii y postay uepes 30 X8,

95%% 100% 97%
TG 96% 98%

5% 100%: 97%

UNIFORMITY OF CONTENT
OXITOPTIHICTL JIO3YBAHHA

AV < 15,0 % (.1 on 10 units o

AV < 15,0 % (LD and 0,75 M < X1« 1,25 M on 30 units
AV £ 15,0% (L.1) na 10 oqunig abo

AV < 150% (L) n075M < Xi< 125 M
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Pharmaceuticals and cosmetics Inc.. QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
Berryno, JiKn T8 KOCMETHKR, 1L,
sya. Manina 5, 48000 Konpugnmg, Xopwaris

BT KOHTP OO AKOCTE

BATCH CERTIFICATE
CEPTH®IKAT IKOCTI CEPL

Product name: VIVAIRA, chewable tablets, S0 mg Manufucturing date: 05.2023
4 tablet in a blister
Halimenypai npoaykry: BIBAMPA, Tabnetici sy sanbit, 50 mr
1o 4 rabuericn y Snicrepl Hora snpodurrsa: 05.2023
Batch No: 232416 Expire date: 05.2026
Cepis No: 232416 Tlpurariuii no: 05.2026

Cropinka 232

PARAMETERS REQUIREMENTS RESULTS
VEAPAMETPH BHMOI'M PEIVALTATH

CONTENTOF { table contains:

STLDENAFIL 47.5 - 52,5 mg of sildenalil, e 4846 my
95,0 ~ 1050 % of the declared content 96,9 %%

KINBKICHE BHIHAYEHHA

CUNJIEHADINY I rabuerka MicTin: 48 46 mr
47,5 52,3 mr camienadiny, rotire. 96,9 %
95,0 - 105,0% vin swmaenol kiterocTi,

RELATED SURSTANCES N-oxide: not more than 0.2 %, 0.070 %
Any unknown impurity: noi more than 0,2 %, 0.084 %
Total impurities: not move than 1.0 %. 0.154 %

CTOPONM AOMILLKH Neorens tpoxy Siabie 0,2 %, (0,070 %
Bysg-swa onrimama veijentidikonana gominea: ne Ginunie
0.2 6., (L,084 €
Cywma soaitnok: Tpoxn dinnme 1.0 %. 0.154 %

MICROBIGLOGICAL PURITY TAMC: 10 eful g <10
TYMC: 0% efu/ g <10
Escherichia coliz absence in 1 g Absence

MIKPOBIONOITYHA YUHCTOTA TAMC:10° KYO/r <10
TYMC:10°KY O/ <40
Escherichia coli: sizcyrai s L v Bincyrm

“ 1O ~ Mea KIBRICHOTO BIHANCHMY

Conclusion: 1 hereby certify that the above information is authentic-and accurate. This batch of product has been produced. including
packaging, labeling and quality control, and released at the above mentioned site in full compliance with the GMP requirements md
with the specifications in the Marketing Authorization of the importing country, The batch record was reviewed and found to be in
compliance with GMP,

Bucrionow: 1l nizriepbryes, 1o piiienkmana fnopMasis ¢ gocroiprioro 1 tounmo. [ana cepls npoayrty Syna nponeacra,
BIITKNATONH YTIAKOBIY, MApPRYBAU T2 TepenipRy Sx0ct, | BAAYIIEHA Ha DAMERKAIANOMY BHPOGmIoMy Mallaairiky o tronii
Bizmosizmeti 3 susoravi GMP 1o napaasst caenudiianii pererpaniiinoro nocsipenny kpaims innoprepa. [Tpotoron m cepito
$yp nepesipennii { pizganni slanosingiy srayoray GMP,

Qualified Person:

L. Kal€i¢, M.Sc.Spec.
YirosHosaxe ocoda:
LKamyny, sp.cin cnien,
Date/ Hara: 20.08.2024




