AV K Pelsphavm saro.
ABK [loaidapw c.p.o.

Piiloha €. 6 / [onosueima NeG

Rizeny dokument /
KouTponboBaHiii JOKYMCHT

75

Strana / Cropinka 1/ 1

Zmeéna / Bapiant;

Platnost od / Yuuumit sin:  22.7.2022

Jakostni atest / Certificate of Analysis / Ceptudixar ananisy

Batch number / Sar¥e / Cepin: | 43973
Manufacturing date / Datum vyroby / ata supofunursa: | 2024/03
Expiration date / Datum exspirace / Tepain npngatnoctiz | 2027/02
Batch size / Velikost $arZe / Poaaip cepii: | 2 765,00 kg / xr

Product type / Typ vyrobku / Tun npoayxry:

Contex lubricant

gel — Wave 30 ml

Amount of product / Mnoistvi typu vyrobku / Kinekicrs nponykry:

41 250 pcs. / ks / mr.

Characteristics / Parametr /
XaparrepuerHrin:

Required values / PoZadované rozmezi hodnot
/ Bignonigni 3uavuenss:

Result/ Vysledek / Peaynsrar:
Value / Hodnota / 3aauenns abo
Bigmosinnicrs:

Weight of filling / Hmotnost naplné / 3044 g
Bara nanopuenns: (28,4 -32) g/r Vyhovuje/Conforms/Bianosinac
Density of filling / Hustota néplné / 1010 kg/fm3

T'ycrnna HamoBHexH:

(995 — 1015) kg/m® / xr/m?

Vyhovye/Conforms/Bianosiaae

Volume of filling / Objem nipln& /
0O6’eM HaMOBHENHS:

30 ml/ mn £ 5% (28,5-31,5) ml/ mn

30,14 ml
Vyhovuye/Conforms/Binnosiaac

pH of fillmg / pH ndplné /
pH Hanorwemnna:

5,0-5,5

5,20
Vyhovuje/Conforms/Binnosinae

Viscosity/Viskozita / B szkicTs:

min., / Min. 15 000 mPa-s/ MITa¢

25 800 mPa.s
Vyhovuje/Conforms/Binnosinae

Appearance / Vzhled / Texcrypa:

homogenous / homogenni / romorennuii

Vyhovuje/Conforms/Bimnosinae

Colour / Barva / Konip:

transparent/ &ird / npozopuit

Vyhovuje/Conforms/Bimoginac

Consistency / Konzistence /
Koncucrenuis;

gel/ gel/ rens

Vyhovuje/Conforms/Bignorinae

Qdor / Ving / 3anax:

by the used aroma/ po pouZitém aroma /
BIANORIAHEH BHKOPUCTALIOMY apOMATY

Vyhovuje/Conforms/Binnosinae

Taste / Chut' / Cuax;

NA / nehodnoti se/ H/3

Vyhovuje/Conforms/Bignosinae

Microbiologic requirements /
Mikrobiologicky rozbor /
Mikpobionorivai moxazHuKe;

By to Table 5.1.4-1 in the Czech Pharmacopoeia,
2009/ Dle tabuiky 5.1.4-1 v Ceském lékopise,
2009 / Bianosiaso no Tabaumi 5.1.4-1 Hecwkof
Dapmaronei Bix 2009 p

Vyhovuje/Conforms/Bisnosiaac

Thermo-stability / TepmocTabinsricTs:

up to / do / go +37°C

Vyhovuje/Conforms/Bixmosinae

Marking control / Kontrola znageni /
KonTtpons mMapkyrauus:

batch, expiration date / $arZe, datum exspirace /
cepis, TepMin npruaTHOCT

Vyhovuje/Conforms/Binnosinae

By the standard / dle vzoru v / signosiguo fo
crainapry PN AC/SC-033/14

Vyhowje/Conforms/Binnoeinae

Final1esult / Zaver / OcraTounuii

Conforms / Vyhovuje / Binnosinae

PE3yNLTAT:
Reasoning / Zdiivodnéni / [ All measured characteristics are within the tolerable limits/Veskeré sledované parametry jsou
O6rpynrysanus: | v povolenyeh tolerancich / Bei suMiprorasi xapakTepHeTHRE B JOMYCTHMHX MEKax
Worked up by/Vypracoval/ Buronano: |Ing. Michaela Valova
Date / Datum / Jara: | 18.04.2024

For QA departinent / Za oddéleni

TTpegcTaBiuK BIIUTIAY AKOCTI:

1Approved by / Schvalil / 3ateepaixero:

Ing. Marcela Pokornd

Function / Funkce / @yuxnis;

Executive Director

Date / Datum / Iara: | 18.04.2024
AVK POl\j s.1.0,
Stamp / Sign - Razitko/podpis - Ileuarxa/munac, | Jindfi§ska § Ué, 116400 Praha 1
Czech Republic, VAT,
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UKRAINIAN CENTER FOR MEDICAL £
PROGNOSTICATION, LLC

L4 TR 60

Hmensaacamt opran 3 sudnen
sizgosiweer! T4 fore
renvadiraniinng wosep!
dppoinied vogformity assussment

Sodvwirh je St sy

Tepuisail aexaapald 210723088
Foras o vadidi of the Dedlasation

ABK Hoaidapy e.p.0, 10 e H0pet CBOT0 YHOREOBAREHOT0 DPEXCTABHARA ua Tepurepi
¥epaina TOB «PEXKITT BEHKIIEP Yepatuar srixme xosipenoeyi sin 13 rpyams 2021
PORY, ICKAAPYE DREKOHAHE 0CHOBRUY Ruvor 10 sapodis, janeorenny susse, v Jogarey
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Arney d

epeain seamuuny sapobis va yepafucskil Moni:
Lise of medicad devivey en Lkrainfan fasspunge:

E 1 birssusdl reas-avanka Contex® Wave, 30 s 100 vz
2, beraaned reas-avanca Contex® Romantic, 30 wist ot HO0 v
kN Il e avazka Contexd® Strong, 100 s

&,

Dl ressesmaasa Contex@® Long Love, 100 ma

Jarad D 22,07.2022
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Fliace of iy, Lkraine
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AVK Polypharm s.r.o.
ABK Homigapm ¢.p.o.

Pfiloha ¢. 6 / omorHenus Neb

Rizeny dokument /
KoHTponkoBanuii 10kymenT

Platnost od / Yunenuii ix:

o/

Strana / Cropinka 1/ 1

Zména / Bapianr:
22.7.2022

Jakostni atest / Certificate of Analysis / Ceprudikar anamisy

Batch number / Sar¥e / Cepis: | 43972
Manufacturing date / Datum vyroby / llara sapo6unyrea: | 2024/03
Expiration date / Datum exspirace / Tepmin npunatnocri: | 2027/02

Batch size / Velikost $arZe / Poamip cepii:

2 740,00 kg / xr

Product type / Typ vyrobku / Tun NPOAYKTY:

Contex lubricant gel — Wave 30 ml

Amount of product / Mno¥stvi typu vyrobku / Kinbkictn NMPOAYKTY:

22 500 pcs. / ks / mr.

Characteristics / Parametr /
XapakrepucerHkm:

Required values / PoZadované rozmezi hodnot
/ Bignoeigui 3suavenns:

Result / Vysledek / Peayarrat:
Value / Hodnota / 3nauenns abo
BiANOBIAHICTE:

Weight of filling / Hmotnost néplng / 3051 ¢
Bara HanopHeHHs: (28,4-32) g/r Vyhovuje/Conforms/Binnorizgae
Density of filling / Hustota naplng& / 1 013 kg/m3

I'yerrna HanoRHeHH:

(995 — 1015) kg/m® / xr/n?

Vyhovuje/Conforms/Binnosinae

Volume of filling / Objem naplné /
O6’eM HanoBHeHH:;

30ml/ mn+ 5% (28,5 — 31,5) ml / mn

30,12 ml
Vyhovuje/Conforms/Bianosinae

pH of filling / pH naplné /
pH nanoenenns:

5,0-5,5

5,19
Vyhovuje/Conforms/Bignosinae

Viscosity/Viskozita / B’ s3kicTs:

min. / Min. 15 000 mPa-s / mITa-c

26 000 mPa.s
Vyhovuje/Conforms/Binnorinae

Appearance / Vzhled / Texkctypa:

homogenous / homogenni / romorensuit

Vyhovuje/Conforms/Binmopinae

Colour / Barva / Komip:

transparent/ Cird / nposopmit

Vyhovuje/Conforms/B inmosigae

Consistency / Konzistence /
Koncucrennis:

gel / gel / rens

Vyhovuje/Conforms/Binmosinae

Odor / Viné / 3amax:

by the used aroma/ po pouZitém aroma /
BUITOBIANHI BHKOPHCTAHOMY apoMary

Vyhovuje/Conforms/Bignosinae

Taste / Chut' / Cmaxk:

NA / nehodnoti se/ H/3

Vyhovuje/Conforms/Binnosinae

Microbiologic requirements /
Mikrobiologicky rozbor /
Mikpobionoriugi nokasHuKH:

By to Table 5.1.4-1 in the Czech Pharmacopoeia,

2009/ Dle tabulky 5.1.4-1 v Ceském lékopise,
2009 / Bigmosigno mo Tabnuni 5.1.4-1 Yechxoi
Dapmakonei Big 2009 p

Vyhovuje/Conforms/Bignosinac

Thermo-stability / TepmocTaGinsmicTs:

up to / do / mo +37°C

Vyhowuje/Conforms/Binmosinac

Marking control / Kontrola zna&eni /

batch, expiration date / SarZe, datum exspirace /
cepis, TepMiH npumaTHOCTI

Vyhovuje/Conforms/Bignosigac

Kontpons mapkyranus:

By the standard / dle vzoru v / Bixmorizso pi (4]
cranuapty PN AC/SC-033/14

Vyhovuje/Conforms/Binmosinae

Final result / Zavér / OctaTounmii

Conforms / Vyhovuje / Biznorinae

PE3yNETAaT:
Reasoning / Zdavodnéni / | All measured characteristics are within the tolerable limits/V eskeré sledované parametry jsou
Obrpyntysanus: | v povolenych tolerancich / Bei BHMIDIOBAHI XapaKTEPHCTHKY B JAOIYCTHMHX MEXax
Worked up by/Vypracoval/ Bukoraro: Ing. Michaela Valova
Date / Datum / JTata: | 18.04.2024

1 Approved by / Schvalil / 3arBepmKero:

Ing. Marcela Pokornd

Function / Funkce / ®ynkuis:

Executive Director

Date / Datum / J{ara:

18.04.2024

For QA department / Za odd&leni
odpov&dné za jisténi jakosti /
Ilpeacrasnuk Bimminy sxocri:

Stamp / Sign - Razitko/podpis - IlewaTka/migmuc:

AVK Poly Ws.r.o.
Jindfisska 907/, 11900 Praha 1

Czech Republic, VAT AT
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Arney d

epeain seamuuny sapobis va yepafucskil Moni:
Lise of medicad devivey en Lkrainfan fasspunge:

E 1 birssusdl reas-avanka Contex® Wave, 30 s 100 vz
2, beraaned reas-avanca Contex® Romantic, 30 wist ot HO0 v
kN Il e avazka Contexd® Strong, 100 s
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Dl ressesmaasa Contex@® Long Love, 100 ma

Jarad D 22,07.2022

Alicue waaesls s, Kufs, Yepsius
Fliace of iy, Lkraine

Swpewrop v . -
S iy ni s A Sluenge Agsviabi
TOR «PEKKITT BEHKIZER Y id’v‘ : Bisroponiy

Avicrrodit lpsenks



http://www.tcpdf.org

