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1. NIPOOPIZOMENH XPHZH
To MycoTest ST Plus™ eivat éva kit eAéyxou eualoBnoiag (Antibiotic Susceptibility Test, ST) eldika oxedraouévo yia Mycoplasma hominis (M.h.)
kat Ureaplasma spp. (U.u.). Baoiletal otig odnyieg tou CLSI M43-A yia tov éAeyxo e dU0 ouykevipwoelg (cut-off) ava avtiBlotiko, wote va
Slaywpilovral ol avBektikol armd toug evaiobnTouc f/KaL EVOLAUESOUG LKPOOPYOAVIGUOUG.
To Kt teptAaBAVEL 7 AVTLBLOTIKA HE TIG EEAC CUYKEVTPWOELG:

e Azithromycin: 1 & 4 pg/ml

e  Clarithromycin: 1 & 4 pg/ml

e  Clindamycin: 1 & 4 pg/ml

e Levofloxacin: 1 & 4 ug/ml

e  Moxifloxacin: 0,5 & 1 ug/ml

e  Doxycycline: 4 & 8 ug/ml

e  Tetracycline: 4 & 8 ug/ml
H néBobdog emutpémel ypriyopn Kot aflOmiotn eKTINGN aVTOXNG KE XpWHATOUETPLKN alayn (pH-indicator), n omola epdaviletal 6tav undapyet
QVATTTUEN TOU UIKPOOPYAVIOHOU GTNY Tapouadia Tou avtlBLotikou.
I115 U0 MpWwTeg KodtNTeG (MU 10% kot MU 108) emiBeBatwvetal n mapoucia fj arnoucia twv M. hominis kat Ureaplasma spp. KaBwg KoL n
TLOGOTLKI) TOUG OUYKEVTPWON, WOTE va e€acdaAiletal n KATAAANAN TIUKVOTNTA YLO TNV EKTEAECH TOU QVTLRLOYPAUUATOG.

Me tnv mapdAAnAn xprion tou MycoTest Prenatal™ kat tou MYCOPLASMA AGAR — A7 MITUYXAVETAL TTANPNG TAUTOTIOLNON KL TTOCOTLKA EKTiUNGN
Twv MukomAaouatwy.

To yévog Ureaplasma spp. mephapPavel SVo €i6n, to Ureaplasma urealyticum kai to Ureaplasma parvum, ta omola e€etalovtal GUVOALKA UTIO
v ovopaocia Ureaplasma spp. To cUpPBolo Uu xpnotpomnoteital yla va avtimpoowneVeL To Ureaplasma spp.

2. MEPINHWH KAI ENEZHIHZH

Ta MukornAaouata (Mycoplasma hominis — Mh kat Ureaplasma spp. — Uu) eivan pkpot (0,2—0,5 um) mAelopopdikol pikpoopyaviopol mou
OTEPOUVTAL KUTTOPLKOU TOLXWHATOG Kot TepLBAAOVTOL LOVO amtd KUTTAPLKN HEUBPAVN, TTAOUGCLA O OTEPOAEG. AOYW AUTHG TNG LOLALTEPOTNTAG,
TO oXrKa Toug Sev eivat otabepod, dev xpwpatilovtal pe Gram xpwon kat Sev ivat evaioBnta ot B-AaKTAULKA AVTLBLOTLKA.

Eival 18laitepa evaiodntol opyavicpol pe peydAeg Bpemtikeég amattiosls. MNa tn cwotr Stayvwon anatteitat mpooektiky AP, petadopd Kat
ouvtApnon twv delypdtwy pe eldikd péoa (VCM Transport Medium), ka®wg kat KaAALEPYELQ OE EUTTAOUTIOMEVO BPEMTIKA UALKAL.

Ta Mh kat Uu propoUv va armotkifouv ¢pucLloAoyLKA TO KATWTEPO OUPOYEVVNTIKO GUCTN O AvOPWY KAL YUVALKWY KOL N TApOoUcia Toug OXETleTal
LE TIOPAYOVTEG OTIWGE N NALKIQ, N 0ppoVIKA Katdotacn, n uAn Kal o aplBuog oefovalikwy cuvtpddwy. O amolkopdg eival cUXVOTEPOG OTLG
yuvaikeg, LSlailtepa KATd TNV gyKUpooUvn. Qotdoo, n maboloyLkn avamtuén toug éxel ouvdeBel pue MANBWpPA AoLUWEEWY TOU OUPOYEVVNTIKOU,
TOU QVamapoywyLtkoU Kat TOU VEOYVLKOU GUGTHHATOG,.

Avtiotiki evacdnoia

AOYyw amouciag KUTTAPLKOU TOWUATOC, T MukomAdouata eival ek GUOEWG avOeKTIKA ota B-AakTopikd (mevikiAAiveg, kedpaAooTopiveg,
KapBarmnevéueg). H Bepameutikn avtipetwriion toug Baoiletal o avtiBlotika mou §pouv otn oUvBeon mpwteivwv ) oto DNA. Ztnv KAWLKA tpaén
XpnotuomotolvTal Kupiwg:

MakpoAideg (Azithromycin, Clarithromycin)

Awkooapibeg (Clindamycin)

TetpakukAiveg (Doxycycline, Tetracycline)

®BoplokvoAoveg (Levofloxacin, Moxifloxacin)

Qotooo, n avtoxn twv Mycoplasma hominis kat Ureaplasma spp. TokiAAeL yewypadLkd Kal XPOVIKA, YEYovVOg mou Kablotd amapaitnto tov
epyaotnplako éleyxo evaiodnoiag. To MycoTest ST Plus™ &ivel tn Suvatdtnta Taxeiag eKTiUNONG TNG AVTOXNG OE EMTA AVTLBLOTIKA, HE SUO
OUYKEVTPWOELS yla KaBe pappako, cupdwva pe T 0dnyieg tou Clinical and Laboratory Standards Institute (CLSI), M43-A.

3. APXH THZ MEGOAOY

To MycoTest ST Plus™ Baciletal otnv avamntuén twv Mycoplasma hominis (Mh) kat Ureaplasma spp. (Uu) og €l81kA EUMAOUTIONEVO UALKO
KaA\LEpyelag, To omoio TepLéxel deiktn pH. H avamtuén twv pikpoopyaviopwv obnyel oe petaBoAr] Tou pH tou UAKOU Kol CUVEMWC O€
XpwHaTLkn aAlayn, n onola xpnotpomnoleital wg Evoel€n napouaoiag r anouciag avantuéng.

OL 600 rpwteg kootNTeG (MU 10 Kot MU 108) AettoupyoUv wg OLOTIKAE KAt TTOOOTLKOG EAEYXOG:

H ko\dtnta MU 10* erutpénel tnv avixveuon Uikpol aplBuol Hikpoopyaviopwy (KaTwTepo 6plo evatodnotag).

H ko\dtnta MU 108 avtiotolxei o uPnAOTEPN OUYKEVTPWON UIKpoPLakoU $opTiou Kal XPNOLUOTIOLELTAL YLOL TNV TTOCOTIKN EKTIUNON.

Me tov Tpomo autod, emPBefatwvetal:

H mapouoia 1 anoucia twv Mh kat Uu oto KAWLIKO Selypa.

H moootikr) cuykévtpwor] toug (210* i 210° cfu/ml), n omoia eival anapaitntn ywa tnv opbr epunveia Tou AMOTEAECUATOG KOl Yo TNV
e€aodpdaAion tng KATAAANANG TUKVOTNTAG KATA TNV EKTEAECN TOU AVTLRLOYPAUUOTOG.

Metd tnv enwacn tou MycoTest ST Plus™, n avantuén Twv UIKPOOPYAVIOMWY OTLG KOWAOTNTEG E Ta avTLBLOTIKA afloAoyeital pe Baon tnv aAayn
Xpwpatog tou Seiktn pH (cuvBwcg and moptokai/kitpvo - KOKKWVO- Buoowvi), n omoia avtavokAd tov HetaBoAlopd kat tnv avénon twv Mh
ko Uu.

Ol OUYKEVTPWOELG TIou €xouv emiheyel yla o MycoTest ST Plus™ akoAouBouUv tn Aoy tou CLSI M43-A (2011). Mo ta OUPOYEVVNTIKA
MukornAdaouata Sev epappolovral mAnpn MIC ranges, aAAd SUo TLpEG cut-off (xaunAn kat udnAr), oL OTOLEG EMLTPEMOULV TNV KATNYOopLOTOiNGN
Twv anoteAecpdtwy og EvaicBnto (S), Evéiapeoo (1) kat AvBektiko (R).



Brjpata eAéyxou

H kolAdtnTta Xwpig avtiBLotiko Asttoupyei wg BeTikog paptupag. Mpénel va Seixvel kabapn avamtuén (xpwatikr aAayn), WoTe va eivat éykupo
1O TEOT.

ZUYKPLON KE TIG KOLAOTNTEG TIOU TIEPLEXOUV QVTLBLOTIKA

Arnoucia oaA\ayng xpwuatog - Aev utdpxet avamtuén - To otélexog Bewpeital evaioONTO OTN CUYKEKPLUEVN CUYKEVTPWON.

MNapouacio alayng xpwpoatog (idla pe tov paptupa) - Avamtuén - To oTélexog elval avBeKTIKO 0TN CUYKEVTPWGN QUTH.

Epunveia avaloya pe TG 8500 CUYKEVIPWOELG

Av KoL oL 500 CUYKEVTPWOELS Sei€ouv avaoToAn (6ev aAAGleL xpwua) = TO OTEAEXOG gival evaioBnto.

Av avamtUooeTal povo otn XN cUyKEVTpwor, aAAd OxL otnv uPnAn - To oTEAEXOG Elval evdlapeong evatobnotlag.

Av avamtUooeTal Kot oTlg 5U0 CUYKEVTPWOELG —» TO OTEAEXOG ELVAL AVOEKTLKO.

Nivakag Eppnveiag AmoteAecpaTwy

. ZUYKEVTPWO Xpwpa . . .
AvTIBLOTIKO v(pg /mpl) n K{; ptl:llo /roprokali (EvaioBnto) Xpwpa HwpB/KOKKIVO AVOEKTIKO
Azithromycin (Az) 1&4 Xwplg avantuén - Evaicdnto Me avamntuén - AvOeKTIKO
Clarithromycin (Cl) 1&4 Evaicbnto AvOEeKTIKO
Clindamycin (Cd) 1&4 EvaicOnto AvOEeKTIKO
Levofloxacin (Le) 1&4 EvaicBnto AvOEeKTIKO
Moxifloxacin (Mx) 05&1 EvaicBnto AvOEKTIKO
Doxycycline (Do) 4&38 Evaicbnto AVOEKTLKO
Tetracycline (Te) 4&38 EvaioBnto AvOEKTIKO

Tevikn epunveio

Kitpwo/moptokaAi = Evatodnaoia (avaotoAn avantuéng)

Kokkivo/Buaotvi = Avtox!) (avamtuén ULKpoopyaviouwy)

EvaioOnro (S): Xpwua kitptvo/moptokali kat oti¢ 5U0 GUYKEVIPWOELG

Evéiaueoo (1): Kokkivo/Buaowi otn yaunAn, aAdd kitptvo/moptokali atnv ugnin
AvUOektiko (R): Kokkivo/Buoowvi kat oti¢ 5U0 OCUYKEVTPWOELS

4. ANTIAPAZTHPIA

NPQTEZ YAEZ & EMNAOYTIZTIKA MycoTest ST Plus™ g/lt
Mycoplasma Broth 20
Yeast Extract 5
L-Cystine 01
Phenol Red 0,07
Arginine 10
Urea 5
Growth Suplement 10
Antibiotic Suplement 10
Azithromycin 1&4mg
Clarithromycin 1&4mg
Clindamycin 1&4mg
Levofloxacin 1&4mg
Moxifloxacin 0,5&1mg
Doxycycline 4 &8 mg
Tetracycline 4&8mg

Inpaoia KOs cuotatikol Mycoplasma Broth:

Mycoplasma Broth: Mapéyet ta Baolkd Opemntikd cuoTATIKA (apvoea, Brtapiveg, mnyég alwtou Katl avBpaka) amapaitnTta yLa Thv avamntuén
TWV LUKOTIAQLOULATWV.

Yeast Extract: MAoucola Ny BLTAUVWY, aUVOEEWY, TTIOUPLVWY KOL TIUPLULELVWV: artopaiTtnTa YLt TOUG LKPOOPYAVIOUOUG Ttou Sev pmopolv va
Ta oUVOEGOUV HOVOL TOUG.

L-Cystine: OgloUx0 apvoll amopaitnto yla Thv avamtuén- mailel poAo og avtlofelSwTIKEG Slepyacieg Kal otn Sopn TwV MPWTEIVWVY.

Phenol Red: Asiktng pH. Emttpémnel tnv mapakoAolBnaon thg avamtuéng péow arlayng xpwpatog (kitpvo/moptokali = 6§lvo - avaotoln
avamntuéng / HwB-KOKKwo = aAkaAlkd - avdrtuén).

Arginine: Yrootpwpa mou petaBoliletat and to M. hominis: n upoAuor) Tng mpokaAel avénon tou pH kot aAayn XpWHATOG.

Urea: Yrootpwpa nou Staomdtat and to Ureaplasma spp. (mapoucia oupedong) = mapaywyn appwviag, avénon pH, aAhayr XpwHatog.
Growth Supplement: MepLéxel otepdAeg (T.X. XoAnoTePOAN), VOUKAEOTISLA KAl GAAOUG TTAPAYOVTEG AVATTTUENG TTOU gival amoAUTWE
QIOPALTNTOL YLOLTL T LUKOTIAGOHOTA 88V GUVOETOUV UEUBPAVLKA GTEPOELSH.

Antibiotic Supplement: Melypa avtiBlotikwy mou avaotéAAeL Tn ouvodo YAwpida (BakTipLa pe KUTTAPLKO TolXwUa), adrvovtag EKAEKTIKA va
avarntuxBolv ta HUKOTAGoUaTA.

Azithromycin: MakpoAidn - avactéAeL T cUvBeon pwteivwy (50S pLpocwua). I6taitepa Spactikn Evavtt Ureaplasma spp.

Clarithromycin: MakpoAién - mapopola pe tnv altbpopukivn. Xpnotpomnoteitat yia Ureaplasma spp. aAAd umdpyet avtoxi o€ M. hominis.
Clindamycin: Awvkooapidn - avacté el tn cuvBeon mpwTteivwy (50S). ApaoTikr Kuplwg évavtt M. hominis.

Levofloxacin: ®Boplokivolovn - avaotéAAel DNA yupdon/tonoicopepdon IV - Stakomr avtypadnc DNA.

Moxifloxacin: Neotepn ¢BoplokivoAovn pe peyalltepn Spaotikotnta évavtt MUKOTAQOUATWY, KON KAl AVOEKTIKWY OTEAEXWV.



Doxycycline: TetpakukAivn - avaoTEAAEL TN oUVOeon Mpwtelvwy deopevovtag to 30S pidowpa. Oswpeital amo Ta o SpacTika hAappaKa YL
M. hominis & Ureaplasma spp.
Tetracycline: Napopota pe tn Doxycycline xpnotomnoleital LoTopkd we PwTn emloyr), aAA& apatnpolvTal avOeKTIKA OTENEXN.

5. NPOEIAONOIHZEIZ KAl NPODYAAZEIZ

To MycoTest ST Plus™ eival in vitro epyaotnploko SLayvwaoTiko UAKO Kot TIPETEL VoL XELpLleTal LOVO aTto EELSIKELUEVA GTOMA TOU EpyacTnpiou.
To UALKO QUTO TIEPLEXEL TEMTOVEG Kol eKYUAlopaTa LwiKAG PoEAeuonG. Ta TILOTOMOLNTLKA YLo TNV TIPOEAEUON KAL TNV UYELOVOULKH KATACTOON
Twv {wwv dgv gyyuovTal MANPWG TNV amoucia LeTadLoopeVwY aBoyovwy mapayoviwy. N’ autd CUVIOTATAL AUTA TA UALKA VL aVTLUETWTTI{ovTal
WG SUVNTIKWG LOAUCUATIKA KOL PE TAPNON TV cuvnBwv pETpwY acdaleiog (va pun Aappavovtal amod TNV MEMTLKN f TNV AVATIVEUOTIKH 080).

O xelplopdg tou MycoTest ST Plus™ va yivetal mavta pe yavtia kat péoa oe Laminar flow Class |1, yla va anodeUyovtat enyploAUVoeLg KUpiwg
oo oanpoduTIKOUG LUKNTEC.

Edv to MycoTest ST Plus™ gival paylopévo 1 To 6aKOUAAKL TPUTTLO, N TO XPNOLLOTIOLOETE.

MEeTa TNV nuepopnvia AREEWS To UALKO €lvat akatdAAnAo yla xpron.

Ye neplmtwon enadng Ue 1o Sépua MAEVOU UE apéow e ddBoVo VEPO Kal GOTOUVL.

Ta Betikd Seiyparta mpémel va Kataotpédovtal cUUdwva LE TOUG KOVOVEG UYLELVAG TToU TIPOoBAETIOVTAL yLa T SLAXELPLON LOAUGUOTIKWY
SelypdTwy.

6. ZYNOHKEZ ANOOGHKEYZHZ KAl METADOPAZ

Ta owAnvapla mpemnel va puldocovtat otoug 2 — 8 °C LSO 0T GUCKELAOLO TOUG EXPL TN OTLYUN TNGS XPriong Touc.

H katdapuén akopa Kal oTiypLaia, kataotpédel To UAKO. Emtiong va amodelyetal tnv umepBolikn Opuavon.

To MycoTest ST Plus™ eivat Suvatov va xpnotponotnBolv PExpL TNV nUepopunvia AnEnG mou avaypadetal otny ETIKETA.

Mo TNV petadopd oL LEAETEC oTaBePOTNTAG MaG €6€LEQV OTL TA CWANVAPLA UITOPOUV Vo TapAEivOUV oToug 6 - 25 °C yla 5 nuépeg ) otoug 25 -
40 °C yla 24 wpeg, xwplg va eMnpeaotel n anodoon Tou mpoiovTog.

7. AIAAIKAZIA XPHZHZ

7.1 Napexopeva VAKA
° MycoTest ST Plus™. KQAIKOZ: 350879
e  Paraffin oil. KQAIKOZ: 300875

7.2 AntartoUpeva UALKA TTOU OpwG Sev mapéxovtat
. MDP Medium. KQAIKOZ: 380880
e [uéteg petaPAntoul r otabepol OyKou e MAACTIKA ATOCTELPpWHEVA pUYXN Yia xopriynon 100 pl.

7.3 ZYANOTH TOY AEIFMATOZ

Mpoocoxn to Selypa mpénetl va cuAAéyetal mpLv and omoladrmnote Bepamneia. H Stadikacia GUANOYNG TIPETEL VAL YIVETAL E CWOTO Kal oTaBePd
TPOTOo wote va anodelyeTal n EMUOAUVON TOU SELYUATOG Ao GAAOUC UIKpoOopyavIouoUG. H petadopd tou mpéemnel va yivetat pe MDP Medium
TIoU TiepAaPBAVETOL OTN cuoKkevaoio péoa oe 24 WPEG KoL va cuvtnpeital Pe mayokuoteg o xapnAn Osppokpacia. Eav n Aqgn yivel oto
€PYOOTAPLO, KAVTE TOV EUPOALACUO 600 TO Suvatdv cuvtopdtepa. EGv o epPoliacuds yivel oto MDP Medium to Seiypa pmopet va Statnpnbet
otaBepo yla 24 wpeg os Beppokpaoia Swuatiou, wg 5 nuépeg otoug 2 — 8 °C kat 30 pépeg otoug —20 °C.

KoAmuiko — tpaxnAko deiypa

Me tn xprion kKoAmodiactoléa Kat pe éva Bapupakodopo otelhed adarpolpe tn BAévvn amo tov €§w KOAT0. Me gUtepo otelhed AauBAvou e
To Seiypa and tov evbotpaynho. Mpoooxn, mpénet va cuAAéyovtal KUTTapa, SLOTL og autd Bpiokovtal mpookoAnpéva ta MukonAdouata.
OupnBpiko Seiypa

KaBapifoupe tnv ouprnBpa Kot Tn yUpw TEPLOXA XWPLG TN Xprion avtionmtikol. Metd cUAEETe To Selyua Pe TepLOTPOdr) TOU OTELNEOU OTOV
oupnBpKO BAevvoydvo. To Seiypa MPEMEL VoL CUAAEYETOL LETA Ao U0 €W TPELG WPEG O TNV TEAEUTALA evoupnaon.

Inéppa — MOov caAmyyitidag — FaoTPKO EKKPLLOL

JUMEYOULE TO OTIEPLOL KAL TO TIUOV CAATILYYITIOOG LECA OE QUMOOTELPWEVO OUPOCUAEKTN

To yaoTpKO EKKPLUOL CUANEYETAL QTIO TOV KOBETAPA TOU VEOYVOU HECQ OE AMOCTELPWUEVO cwAnvaplo. Mvetal apaiwon 1:10 og {wuod (VCM).
Mpocoxn Moté unv pifete To omépua xwpig apaiwaon oto MycoTest 516TL To aAkaAlko Tou pH aAAGTEL TO XpwLa TOU UALKOU amo Kitpwvo o€ pol.
Olpa

SUMEyoUE Ta TPWTA TPWLIVA 0UPO OE ATOOTELPWUEVO OUPOCUAEKTN. livetal dpuyokévipnon 15ml olpwv otig 2000 rpm yia 5 Aemtd.
AdeLalou e to untepkeipevo kat adrivoupe iepimou 0,5ml oUpwv avadeloupe KaAd kat pixvoupe 250ul oto cwAnvaplo MDP Medium.

7.4 AIAAIKAZIA XPHZHZ TOY MYCOTEST MycoTest ST Plus™

- EuBoAL&loupe o Selypa to cuvtopdTEPO SuvaTOY, 0To cwAnvdplo MDP Medium.

- Otav to deiypa sival and otel\ed euBantifoupe e TEPLOTPODES KAL OTN GUVEXELQ TIETAE TO OTELAED.

- 'Otav to deiypa givat uypo (oUpa, oméppa) pixvoupe 250ul oto MDP Medium kot avaKateVOURE KOAQ.

- Anté to gppollacpévo MDP Medium pixvoupe 100pl og kdBe kothotnta tou MycoTest ST Plus™.

- 3tn ouvéxela pixvoupe anod pia otayova (mepinouv 30 pL) paraffin oil o kdBe ko\otnTaA yLa va anopulyoupe thv aduddtwon aAld Kol va
untootnpifoupe TIg pikpoaepOPIAeG cUVONKEG OTIOU XPELATETOL.

- TomoBeToU e TO KATIAKL KoL EMWALOUE 0ToUG 36 - 37 °C o€ aegpofLeg ouvOnKeg yla 24 — 48 wpeG.

- QuAdpe to epBoiiacuévo MDP Medium otnv katduén (—20 °C) péxpl va oAokAnpwOel n e€€taon.

8. ANATNQZH KAl EPMHNEIA TQN ANOTEAEZMATQN

H a&lohdynon yivetat pe Bdon tnv aAhayn xpwuatog tou Seiktn pH:
e  Kitpwo/moptokaAi - Xwpig avdartuén - Euaiodnto (S)
e Kokkwo/Buoowi - Me avdrtuén - AvBektiko (R)

Mo kKaBe avtiBLotiko:
e AvaOTOAN KOl OTLG 2 CUYKEVTPWOELG = Evaiadnto (S)



e Avaotolr povo otnv uhnAni = Evéidueco (1)
e Avamrtuén Kot oTLG 2 GUYKEVTPWOELG —> AvBekTiko (R)

JuyKpLtkdg Nivakag Evaiwodnoiag — Avtoxng
AvtiBlotiko Mycoplasma hominis (Mh)

l AvOEKTIKO
. AvOEKTIKO

®
.
L
C
C
® ®

‘. ®

EvaioOnto (kAaowkr emloyn) EvaioOnto (avtoxn oe oplopéva oteAéxn)
* 5e oplopéva otedéyn (OxL oAl ouxvd, aAdd avapepdueva oe SLAPOPEC YEWYPAPIKES IEPLOXEC) ExeL mapatnpnTei avtoxr otn SoéukukAivn. Zuvidwc oxetileTau
UE TNV mapouaia tou yovidiou tet(M), To ortoio kwikomoLel yLa mpwTeives mpootaaiag Tou pLBoCWUATOG, UE ATTOTEAECUA TO PAPUAKO VO ANV UTOPEL VX avaOTEIAEL
™ oUvIeon MPWTEIVWV.

Azithromycin
EvaioBnto (ouxva)

Clarithromycin
EvaioOnto (ouyva)

Clindamycin ) AVOEKTIKO
EvaioBnto

Levofloxacin

EvaioOnto (ue mbavn avtoxn) EvaioOnto (ue mbavr avroxn)

Moxifloxacin

EvaioBnto (Loxupr 6pdon) EvaioBnto (Loxupn 6pdon)

Doxycycline

EvaioBnto (pe omopadikn avroxn)* EvaioBnto (aA\a napatnpeital avtoyr o€ oplopéva oTeAEXN)

Tetracycline

Zuunepaopa

Mh (M. hominis):

AvOEKTIKO OTLG LokpOALSeG (Azithromycin, Clarithromycin).

Kupla Bepameutikd omAa: Clindamycin, Doxycycline/Tetracycline, Moxifloxacin/Levofloxacin.

Uu (Ureaplasma spp.):
AvBektiko otn Clindamycin.
KUpla Bepameutika omha: MakpoAideg (Azithromycin, Clarithromycin), Tetracyclines, ®8oplokivoAOVeg.

9. TENIKA XAPAKTHPIZTIKA NOIOTIKOY EAErXOY

la tov mototikd EAeyxo tou MycoTest ST Plus™ xpnotomotloUue yLa Tov EAeyxo anodoong ta e€1¢ MPOTUNAL OTEAEXN:

Mycoplasma hominis NCTC 10111 (10* & 10° CCU/ml), & Ureaplasma parvum ATCC 27813 (10* & 10° CCU/ml). S ott agpopa tnv akpiBeia tou
artoteAéouatoc entBeBatwvoue To anotéAeoua Ue mapaiAnin kaAAiépyeta twv otedeywv o€ tpuBAia Mycoplasma Agar A7 050080.

la tov amokAeLouo amo YPeudog TeTIKA AMOTEAECUATA OTLC ULKPOKOIAOTNTEG XPNOLUOTIOLOUUE TA £E1G TTPOTUNIAL OTEAEXN:

Staphylococcus aureus ATCC: 29213, Escherichia coli ATCC 25922, Proteus mirabilis ATCC: 14153 & Candida albicans ATCC: 10231.

MIKPOBIOAOTIKOZ EAErXOz ANOAOZHZ

ATCC 27813

MU 10* & MU 10°.
ANayn xpwpatog o KOkkvo — poP SLouyEg

Moxifloxacin, Doxycycline, Tetracycline

MIKPOOPFANIZMOZ ANAMNTY=H EYAIZOHZIA ANTOXH
XPQMA MIKPOKOINOTHTAZX Avarntiooovtat.
(K6kkwvo — Buoowvi UALKO)
Ureaplasma parvum AVaITTUOOETOL OTIG UIKPOKOWNOTNTEG Azithromycin, Clarithromycin, Levofloxacin, Clindamycin

Mycoplasma hominis
NCTC 10111

AvantyooETAL 0TI UKPOKOIAGTNTES
MU 10* & MU 10°.
AN\ayn xpwpatog oe KOkkvo — poP StauyEg

Clindamycin, Levofloxacin, Moxifloxacin,
Doxycycline, Tetracycline

Azithromycin,
Clarithromycin

Staphylococcus aureus
ATCC: 29213.

Agv avamTUOOETAL OE KOO pLKPOKOLAOTNTA.
Kapio aAhayr xpwpatog
(kitpwo - MoptokaAi SLauyeg)

Escherichia coli
ATCC 25922

Agv avaMTUOOETAL OE KOO pLKPOKOLAOTNTA.
Kapio aAhayr xpwpatog
(kitpwo - MoptokaAi Stauyeg)

Proteus mirabilis
ATCC: 14153

Agv avamtUOOETaL OE Koo pKpoKOAOTNTA.
Kapia aAAayn xpwpotog
(kitpwo - Moptokahi Stauyeg)

Candida albicans
ATCC: 10231

Agv avamtUooeTaL 08 Koo HKpoKOWAGTNTAL.
Kapia aAAayn xpwpotog
(kitpwo - Moptokahi Stauyeg)




10. NEPIOPIZMOI THZ MEGOAOY

To MycoTest ST Plus™ eival pia afldmiotn, amir Kot mpaktikr uéBodog, aAAd €XEL TEPLOPLOUOUC:

MBavn acupdwvia HETAEY TOU KLT TAUTOTOINONG (BETIKO QMOTEAEGHA) KOL TOU KLT aVTLRLOYPAUUATOC (LN OVOLEVOEVO ATIOTEAECATA)
anobidetal cuvnbwg oe e€aaBevnuéva MukorAdouata, ta onola dev eMBlwoavV WG TNV NUEPA EKTEAECNG TOU QVTLRLOYPAMATOG.

Edv to Selypa dev €xel ouvtnpnBel cwota, eivatl Bavo va pokUPeL AavBaoHEVO ATTOTEAEGUA. ZUVETTWG, £V ApVNTIKO ATOTEAECUA eV
arokAeiel mavrote tnv napouasia Aoipuwéng.

Avarmtucoovtal poévo MukomAaouata Mh kot Uu: H uéBodog eival ekAektikr yiao M. hominis kaw Ureaplasma spp. koL 8gv eTULTPEMEL TOV EAEYXO
aAwv naBoyovwv MukomAaouatwy (r.x. Mycoplasma genitalium).

0 éAeyxocg Baoiletal e SUO CUYKEVTPWOELG OVA AVTLRLOTLKO, OTIOTE TO ATOTEAECA Elval Katnyoplomotnpévo o Euvaiobnto (S), Evoiapeoo (1)
AvBekTIKO (R). Aev mapéxel akptpry MIC (Minimum Inhibitory Concentration), onwg péBodot avadopdg (m.x. broth microdilution).

H epunveia gival omTikr Kot YUopel va eEMNPECTEL OO TNV EUTIELPLA TOU XELPLOTH, TO GWTLOMO 1) HEPLKEG GOPEC ATO OPLAKEG AANAYEC
XPWHATOG.

Xpetaletal 24-48 wpeg emwaong yla oadr anoteAéopata. AAEeG poplakég péBodol (PCR-based kits) Sivouv ypnyopotepa anoteAéopata ala
Xwpig éAeyxo gvalcbnoiog.

Agv aviyveVEeL HNXAVIOMOoUC avtoxng: Aivel uovo to pawvotumo (S/I/R) Kat OxtL Tov YoviSLlako Hnxaviopd avioxng (m.x. tetM), petaAAdaelg oto
23S rRNA 1} otn DNA yupdon). ANec poplakeg péBodol (PCR, sequencing) pmopouv va Sei&ouv moLo yovidlo avtoxng pEpeL To OTEAEXOG.

H uébodog amattei Lwvtavoug HIKpoopyaviopoug yia va pavei n avarmtuén. Av to Seiypa €xel kakn petadopd/cuvtripnaon, Uinopel va Swaoel
Peudwg apvnTkA amoteAéopata.

MopLakd Kt uropouv va avixveuoouv DNA akopa Kot ard pn Blwotpa pkpopia.

11. ANTIOPPIWH TOY YAIKOY ZTA ANNOBAHTA

Ta UAKA Ttou Sgv MaPoUGLATOUV Kapia avantuén unopel va BewpnBouv wg un emkivéuva amdBAnta kat va anoppintovtal avaioya.

Ta UALKG TTOU TTOPOUGCLATOUV QVATTTUEN QUTOLKLWVY TIPETIEL VAL ATIOPPLITOVTOL CUUPWVA LE TIG 08NYIES VIOl LOAUCHATIKA i SUVNTIKOG LOAUCHLOITLKA
andpAnta.

To gpyaotriplo sivat urtebBuvo yla th owotr] Slaxeiplon Twv LOAUCHATIKWY amoBARTwy cUudwva pe T ¢Uon Kot To Babuo emkvduvoTnTAC
TOUG KO TIPETEL VAL TOL SLOXELPLTETAL KAl VAl TOL amopPLTTeL () va avaBEteL Tn Staxeiplon kot anoppudf Toug) cUUPWVA LE TOUG EKACTOTE LOXUOVTEG
KOVOVLOLOUG,.

12. NPOAIATPAQEX

EIAOZ KQAIKOZ IYZKEYAZIA DYAAZH XPONOZ ZQHZ
MycoTest ST Plus™ 350879 MukpormAdkeg 16 kolotntwv o€ kouti ava 10 | 2-8°C 12 pnveg
TeEpdyLa

Mapdyetat otnv EAdda and tnv etaipeia Bioprepare cUpdwva pe tov kavoviopuo (EE) 2017/746.
BAZIKO UDI-DI: 5212037714010101VY. EDMA: (14 01 01 01) Dehydrated Culture Media (DCM).
H etaipeia Bioprepare éxel motonownBei cUpudwva pe ta mpdtuma: EN I1ISO 9001:2015 / EAOT EN 1SO 13485:2016 AY86/1348/2004.

13. BIBAIOTPA®DIKEZ ANADOPEZ:

H avtyukpoBiakn evatodnoio twv oupoyevwnTikwy uukomAacudatwy (Mycoplasma hominis kat Ureaplasma spp.) mapouotalet onUavVTIKEG SLAQOPOTIOLTELS
avdadoya Ue To €ib0og, TN yewypapLkn mtepLoxn kat tnv nepiodo napakoAovBnaong. Zuupwva pe T odnyies tou CLSI (M43-A, 2011), n aétoAdynon tng avtoxng
Baoiletal o ue¥obdoug kaAdiépyeiag kat AST (antibiotic susceptibility testing), Evw apKETA EUTTOPLKA KLT EXOUV YpnatuomolnTei EUPEwWG yLa TNV KAVIKkn Stayvwon
Kot Tov EAgyyo evatodnaiag.

To M. hominis mapouaotaletl Quaotkn avtoxn otis uakpolibeg (onwg n adtdpouukivn kat n kKAaptdpouukivn), Aoyw Stagpopwv otn Béon déousuang touv 23S rRNA.
Avtideta, eivat ouvndwe evaiodnto ot TeTpakukAives (5oéukukAivn, TetpakukAivn), otic Atvkooauibeg (kAwdauukivn) kat otig ¥oplokivoAoveg
(AeBopAoéaaivn, poipAoéaaivn), av kat n eupavion avOeKTIKWY OTEAEYWV ExeL kataypapel. Arto tnv aAAn nAeupd, ta Ureaplasma spp. eivat avIektika otnv
kAwvéauukivn, aAdd ouvnBwe evaiodnta otig UaKPOAISEG, OTIC TETPAKUKAIVEG KOl OTLG VEOTEPEG KIVOAOVEG.

MEeAETEG o SLOPOPETIKEG XWPES AVASELKVUOUV auéNUEVA TTOOOTTA QVTOXI)G OTLG TETPAKUKAIVEG (Kupiwg Adyw Tou yovidiou tetM) kat avtoxrg otig
pUoplokivodoveg, 16iwe ae ateAéxn Ureaplasma parvum. MapdAAnAa, poptakéc avaiuoeis Exouy Seiel ott uetaAddaéei oto 23S rRNA kat o€ plBoCWULKES
NPWTEeiveg ouoyetilovtal ue UakpoAldikn avtoyn, tblaitepa ota Ureaplasma spp..

Juvolika, n BiBAloypapia uroypauuilel otL n emtAoyn SEPAMEUTIKOU GXNUATOC TIPETIEL vt Bao(leTa O TOMIKA SESOUEVA AVTOXNIC KAL OTOV EPYACTNPLAKO EAEYXO
evatodnoiag kade kAwvikoU Seiyuatog. Ta EUTOPIKA KIT ST, MAPEXOUV LA TIPAKTLIKA AUGN yla TNV Taxeia kot KAwikad ypriown aéloAdynon tne¢ evatodnoiag, av Kot
Sev avTikadlaoToUV TiG TUTTOTOLNUEVEG UETOSOUG AVAPOPAS I} T LOPLAKY AVAAUCH UNXAVIOUWY QVTOXTG.
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1. INTENDED USE
MycoTest ST Plus™ is an antibiotic susceptibility test (ST) kit specifically designed for Mycoplasma hominis (M.h.) and Ureaplasma spp. (U.u.).
It is based on the CLSI M43-A guidelines for the two-concentration (cut-off) method per antibiotic, to distinguish resistant from susceptible
and/or intermediate microorganisms.
The kit includes 7 antibiotics with the following concentrations:

e Azithromycin: 1 & 4 pg/ml

e  Clarithromycin: 1 & 4 pg/ml

e  Clindamycin: 1 & 4 pg/ml

e Levofloxacin: 1 & 4 ug/ml

e  Moxifloxacin: 0.5 & 1 ug/ml

e  Doxycycline: 4 & 8 ug/ml

e  Tetracycline: 4 & 8 ug/ml

The method allows for rapid and reliable assessment of resistance by means of a colorimetric change (pH indicator), which occurs when
microorganism growth is present in the presence of the antibiotic.

In the first two wells (MU 10* and MU 10°), the presence or absence of M. hominis and Ureaplasma spp. is confirmed, as well as their quantitative
concentration, to ensure the appropriate density for performing the susceptibility test.

When used in parallel with MycoTest Prenatal™ and MYCOPLASMA AGAR — A7, complete identification and quantitative evaluation of
Mycoplasmas is achieved.

The genus Ureaplasma spp. includes two species, Ureaplasma urealyticum and Ureaplasma parvum, which are examined collectively under the
name Ureaplasma spp. The symbol Uu is used to represent Ureaplasma spp.

2. SUMMARY AND EXPLANATION

Mycoplasmas (Mycoplasma hominis — Mh and Ureaplasma spp. — Uu) are small (0.2—0.5 um), pleomorphic microorganisms that lack a cell wall
and are surrounded only by a sterol-rich cell membrane. Due to this peculiarity, their shape is not stable, they cannot be stained with Gram stain,
and they are not susceptible to B-lactam antibiotics.

They are particularly delicate organisms with high nutritional requirements. Accurate diagnosis requires careful specimen collection, transport,
and preservation using specialized media (e.g., MDP Medium), as well as culture in enriched growth media.

Mh and Uu may normally colonize the lower urogenital tract of both men and women, and their presence is influenced by factors such as age,
hormonal status, ethnicity, and number of sexual partners. Colonization is more frequent in women, especially during pregnancy. However,
pathological overgrowth has been associated with a wide range of infections of urogenital, reproductive, and neonatal systems.

Antibiotic Susceptibility
Due to the absence of a cell wall, mycoplasmas are intrinsically resistant to B-lactams (penicillins, cephalosporins, carbapenems). Their treatment
relies on antibiotics that act on protein or DNA synthesis. In clinical practice, the following classes are mainly used:

e  Macrolides (Azithromycin, Clarithromycin)

e  Lincosamides (Clindamycin)

e  Tetracyclines (Doxycycline, Tetracycline)

e  Fluoroquinolones (Levofloxacin, Moxifloxacin)

However, the resistance of Mycoplasma hominis and Ureaplasma spp. varies by region and over time, making laboratory susceptibility testing
essential. MycoTest ST Plus™ provides rapid assessment of resistance to seven antibiotics, at two concentrations for each drug, in accordance
with the Clinical and Laboratory Standards Institute (CLSI) M43-A guidelines.

3. PRINCIPLE OF THE METHOD

The MycoTest ST Plus™ is based on the growth of Mycoplasma hominis (Mh) and Ureaplasma spp. (Uu) in a specially enriched culture medium
containing a pH indicator. Growth of microorganisms leads to a change in the pH of the medium and consequently to a color change, which
serves as an indicator of presence or absence of growth.

The first two wells (MU 10* and MU 10°) function as qualitative and quantitative controls:
e MU 10* well: allows detection of a small number of microorganisms (lower sensitivity limit).
e MU 10° well: corresponds to a higher microbial load and is used for quantitative assessment.

In this way, the following are confirmed:
e  The presence or absence of Mh and Uu in the clinical sample.
e  Their quantitative concentration (>210* or >10° cfu/ml), which is necessary for correct result interpretation and for ensuring the
appropriate inoculum density during susceptibility testing.



After incubation of MycoTest ST Plus™, microbial growth in the antibiotic wells is assessed based on the pH indicator color change (typically from
orange/yellow = Red-Burgundy), which reflects the metabolism and growth of Mh and Uu.
The antibiotic concentrations selected for the MycoTest ST Plus™ follow the rationale of CLSI M43-A (2011). For urogenital mycoplasmas, full
MIC ranges are not applied; instead, two cut-off values (low and high) are used, allowing the categorization of results as Susceptible (S),
Intermediate (), or Resistant (R).
Control Steps
e  The antibiotic-free well functions as a positive control. It must show clear growth (color change) for the test to be valid.
e Results are interpreted by comparing the antibiotic wells with the control well:
No color change - No growth - The strain is considered susceptible at this concentration.
Color change identical to the control - Growth - The strain is resistant at this concentration.

Interpretation according to two concentrations
e If both concentrations show inhibition (no color change) = the strain is Susceptible (S).
e If growth occurs only at the low concentration but not at the high concentration - the strain is Intermediate (l).
e If growth occurs at both concentrations - the strain is Resistant (R).

Result Interpretation Table

Antibiotic co'};‘:}:ﬁ; ‘on Yellow/Orange (Susceptible) Red/Burgundy (Resistant)
Azithromycin 1&4 No growth = Susceptible Growth - Resistant
Clarithromycin 1&4 Susceptible Resistant

Clindamycin 1&4 Susceptible Resistant

Levofloxacin 1&4 Susceptible Resistant

Moxifloxacin 05&1 Susceptible Resistant

Doxycycline 4&8 Susceptible Resistant

Tetracycline 4&8 Susceptible Resistant

General Interpretation

Yellow/Orange = Susceptible (growth inhibition)

Red/Burgundy = Resistant (microbial growth)

Susceptible (S): Yellow/Orange at both concentrations

Intermediate (1): Red/Burgundy at low, Yellow/Orange at high concentration
Resistant (R): Red/Burgundy at both concentrations

4. REAGENTS
RAW MATERIALS & SUPPLEMENTS — MycoTest ST Plus™ g/lt
Mycoplasma Broth 20
Yeast Extract 5
L-Cystine 0,1
Phenol Red 0,07
Arginine 10
Urea 5
Growth Suplement 10
Antibiotic Suplement 10
Azithromycin 1&4mg
Clarithromycin 1&4mg
Clindamycin 1&4mg
Levofloxacin 1&4mg
Moxifloxacin 0,5&1mg
Doxycycline 4&8mg
Tetracycline 4 &8 mg

Significance of each component in Mycoplasma Broth:

Mycoplasma Broth: Provides essential nutrients (amino acids, vitamins, nitrogen, and carbon sources) required for mycoplasma growth.
Yeast Extract: Rich source of vitamins, amino acids, purines, and pyrimidines; essential for organisms unable to synthesize them.
L-Cystine: Sulfur-containing amino acid necessary for growth; plays a role in antioxidant processes and protein structure.

Phenol Red: pH indicator; allows growth monitoring by color change (yellow/orange = acidic = growth inhibition / purple-red = alkaline >
microbial growth).

Arginine: Substrate metabolized by M. hominis; its hydrolysis increases pH and causes color change.

Urea: Substrate degraded by Ureaplasma spp. (via urease activity) > ammonia production, pH increase, and color change.

Growth Supplement: Contains sterols (e.g., cholesterol), nucleotides, and other growth factors essential because mycoplasmas cannot
synthesize membrane sterols.

Antibiotic Supplement: Mixture of antibiotics that inhibit accompanying flora (cell wall-containing bacteria), allowing selective growth of
mycoplasmas.



Significance of antibiotics in the panel:

Azithromycin: Macrolide; inhibits protein synthesis (50S ribosome). Highly active against Ureaplasma spp.

Clarithromycin: Macrolide; like azithromycin. Used against Ureaplasma spp., though resistance is common in M. Hominis.

Clindamycin: Lincosamide; inhibits protein synthesis (50S). Mainly active against M. Hominis.

Levofloxacin: Fluoroquinolone; inhibits DNA gyrase/topoisomerase IV = disruption of DNA replication.

Moxifloxacin: Newer fluoroquinolone with higher activity against mycoplasmas, including resistant strains.

Doxycycline: Tetracycline; inhibits protein synthesis by binding to the 30S ribosome. Considered among the most effective drugs for M. hominis
and Ureaplasma spp.

Tetracycline: Like doxycycline; historically the first-line drug, though resistant strains are now observed.

5. WARNINGS AND PRECAUTIONS

The MycoTest ST Plus™ is an in vitro diagnostic laboratory material and must be handled only by trained laboratory personnel.

This material contains peptones and animal-derived extracts. Certificates regarding the origin and health status of the animals do not fully
guarantee the absence of transmissible pathogenic agents. Therefore, these materials should be treated as potentially infectious, and standard
safety precautions must be followed (avoid ingestion or inhalation).

Handling of MycoTest Plus GBS™ should always be performed with gloves and inside a Class Il laminar flow cabinet to avoid contamination,
particularly from saprophytic fungi.

Do not use MycoTest Plus GBS™ if the container is cracked or if the packaging is damaged.

Do not use the material after the expiry date, as it is unsuitable for testing.

In case of skin contact, wash immediately with plenty of water and soap.

Positive samples must be disposed of in accordance with biosafety regulations for handling infectious material.

6. STORAGE AND TRANSPORT CONDITIONS

The tubes must be stored at 2-8 °C in their original packaging until the time of use. Freezing, even momentarily, destroys the material, and
excessive heating should also be avoided. The tubes can be used up to the expiry date indicated on the label. For transport, stability studies have
shown that the tubes can remain at 6=25 °C for up to 5 days or at 25-40 °C for 24 hours without affecting the performance of the product.

7. PROCEDURE FOR USE

7.1 Materials Provided

MycoTest ST Plus™ — CODE: 350879
Paraffin oil — CODE: 350879

7.2 Required but Not Provided Materials
MDP Medium — CODE: 380880
Variable or fixed-volume pipettes with sterile plastic tips for dispensing 100 pl.

7.3 Sample Collection

The specimen must be collected prior to any treatment. The collection procedure should be carried out carefully and consistently to avoid
contamination of the specimen with other microorganisms. Transport must be performed using the MDP Medium included in the kit within 24
hours, kept at low temperature with ice packs.

If collection is performed in the laboratory, inoculate the medium as soon as possible. Once inoculated into MDP Medium, the specimen remains
stable for 24 hours at room temperature, up to 5 days at 2—8 °C, and up to 30 days at —20 °C.

Vaginal-Cervical Sample

Using a vaginal speculum and a sterile cotton swab, remove mucus from the outer vagina. With a second swab, collect the sample from the
endocervix. It is essential to collect epithelial cells, since mycoplasmas adhere to them.

Urethral Sample

Clean the urethral opening and surrounding area without antiseptic. Collect the sample by rotating the swab inside the urethral mucosa. The
sample must be taken at least two to three hours after the last urination.

Semen - Salpingitis Pus — Gastric Aspirate

Collect semen and salpingitis pus in a sterile urine container. Gastric aspirate should be collected from the neonate’s catheter into a sterile tube
and diluted 1:10 in MDP Medium. Important: never add undiluted semen directly into the MycoTest, as its alkaline pH may alter the color of the
medium from yellow to pink.

Urine

Collect the first morning urine in a sterile urine container. Centrifuge 15 ml of urine at 2000 rpm for 5 minutes. Discard the supernatant, leaving
approximately 0.5 ml of urine, resuspend thoroughly, and transfer 200 pl into the MDP Medium.

7.4 Procedure for Using MycoTest ST Plus™

Inoculate the sample into the MDP Medium tube as soon as possible. For swab samples, immerse the swab with rotations and discard it
afterward. For liquid samples (urine, semen), add 250 pl into the MDP Medium and mix well. Urine must always be centrifuged: collect first
morning urine in a sterile urine container, centrifuge 15 ml at 2000 rpm for 5 minutes, then add 250 pl of the sediment into the MDP Medium
tube. From the inoculated VCM, dispense 100 pl into each cavity of the MycoTest ST Plus™. Add 50 ul of paraffin oil into each cavity to prevent
dehydration and to maintain microaerophilic conditions when required. Close the lid and incubate aerobically at 36—-37 °C for 24-48 hours. Store
the inoculated MDP Medium at —20 °C until the examination is completed.

8. READING AND INTERPRETATION OF RESULTS

Evaluation is based on the color change of the pH indicator:
e Yellow/Orange - No growth - Susceptible (S)
e  Red/Burgundy - Growth - Resistant (R)



For each antibiotic:
e Inhibition at both concentrations = Susceptible (S)
e Inhibition only at the higher concentration - Intermediate (1)
e  Growth at both concentrations - Resistant (R)

Comparative Susceptibility—Resistance Table
Antibiotic Mycoplasma hominis (Mh)

=

Resistant ‘ O
=

Resistant ‘ O

Susceptible

Levofloxacin @ @

Susceptible (possible resistance)

Moxifloxacin 6 6

Susceptible (strong activity)

Doxycycline @ @

Susceptible (sporadic resistance)*

Tetracycline /“ @

Susceptible (classic option) Susceptible (resistance in some strains)

* In certain strains (not very frequent, but reported in various geographic regions), resistance to doxycycline has been observed. This is usually
associated with the presence of the tet(M) gene, which encodes ribosomal protection proteins, resulting in reduced inhibition of protein
synthesis by the drug.

Ureaplasma spp. (Uu)

Azithromycin
Susceptible (often)

Clarithromycin
Susceptible (often)

e

Clindamycin .
v Resistant

Susceptible (possible resistance)

Susceptible (strong activity)

Susceptible (but resistance observed in some strains)

Conclusion
Mh (M. hominis): Resistant to macrolides (Azithromycin, Clarithromycin). Main therapeutic options are Clindamycin, Doxycycline/Tetracycline,
and Moxifloxacin/Levofloxacin.

Uu (Ureaplasma spp.): Resistant to Clindamycin. Main therapeutic options are Macrolides (Azithromycin, Clarithromycin), Tetracyclines, and
Fluoroquinolones.

9. GENERAL QUALITY CONTROL CHARACTERISTICS

For the quality control of MycoTest ST Plus™, the following reference strains are used for performance testing:

Mycoplasma hominis NCTC 10111 (10* & 10° CCU/ml), Ureaplasma parvum ATCC 27813 (10* & 10° CCU/ml).

Regarding result accuracy, confirmation is performed by parallel culture of the strains on Mycoplasma Agar A7 (050080) plates.
To exclude false-positive results in the micro-wells, the following reference strains are used:

Staphylococcus aureus ATCC 29213, Escherichia coli ATCC 25922, Proteus mirabilis ATCC 14153, Candida albicans ATCC 10231

MICROBIOLOGICAL PERFORMANCE CONTROL

MIKPOOPFANIZMOZ GROWTH- WELL COLOR SUSCEPTIBILITY RESISTANCE
Growth.
(Red— Burgundy medium)
Ureaplasma parvum Growth in wells MU 10* & MU 1068, Azithromycin, Clarithromycin, Levofloxacin, Clindamycin
ATCC 27813 Color change to clear red—purple. Moxifloxacin, Doxycycline, Tetracycline
Mycoplasma hominis Growth in wells MU 10* & MU 10°. Clindamycin, Levofloxacin, Moxifloxacin, Azithromycin,
NCTC 10111 Color change to clear red—purple. Doxycycline, Tetracycline Clarithromycin

Staphylococcus aureus
ATCC: 29213.

No growth in any well.
No color change (clear yellow—orange)

Escherichia coli
ATCC 25922

No growth in any well.
No color change (clear yellow—orange)

Proteus mirabilis
ATCC: 14153

No growth in any well.
No color change (clear yellow—orange)

Candida albicans
ATCC: 10231

No growth in any well.
No color change (clear yellow—orange)

10. LIMITATIONS OF THE METHOD
The MycoTest ST Plus™ is a reliable, simple, and practical method; however, it has certain limitations. Possible discrepancies between the
identification kit (positive result) and the susceptibility kit (unexpected results) are usually attributed to weakened mycoplasmas that did not



survive until the day of susceptibility testing. If the sample has not been preserved properly, false results may occur. Therefore, a negative result
does not always exclude the presence of infection.

Only Mycoplasma hominis and Ureaplasma spp. grow: the method is selective for M. hominis and Ureaplasma spp. and does not allow detection
of other pathogenic mycoplasmas (e.g., Mycoplasma genitalium). Testing is based on two concentrations per antibiotic, so the result is
categorized as Susceptible (S), Intermediate (I), or Resistant (R). It does not provide an exact MIC (Minimum Inhibitory Concentration) as
reference methods such as broth microdilution do.

Interpretation is visual and may be influenced by operator experience, lighting conditions, or sometimes borderline color changes. A period of
24-48 hours of incubation is required for clear results. Other molecular methods (PCR-based kits) provide faster results but do not include
susceptibility testing.

The method does not detect resistance mechanisms; it only determines the phenotype (S/I/R) and not the underlying genetic resistance
mechanism (e.g., tet(M), mutations in 23S rRNA or DNA gyrase). Other molecular methods (PCR, sequencing) can reveal which resistance gene
is present.

The method requires viable microorganisms to demonstrate growth. If the sample has been poorly transported or preserved, false negative
results may occur. Molecular kits, in contrast, can detect DNA even from non-viable organisms.

11. DISPOSAL OF MATERIALS

Materials that show no microbial growth may be considered non-hazardous waste and disposed of accordingly. Materials that show colony
growth must be discarded in compliance with regulations for infectious or potentially infectious waste. The laboratory is responsible for the
proper management of infectious waste according to its nature and degree of risk and must handle and dispose of it (or delegate its handling
and disposal) in accordance with applicable regulations.

12. SPECIFICATIONS

Product Code Packaging Storage Shelf Life

MycoTest ST Plus™ 350879 Microplates with 16 wells, 10 pieces per box 2-8°C 12 months
Produced in Greece by Bioprepare in accordance with Regulation (EU) 2017/746. Basic UDI-DI: 5212037714010101VY EDMA: (14 01 01 01) Dehydrated Culture
Media (DCM) Bioprepare is certified according to the following standards: EN I1SO 9001:2015 / ELOT EN ISO 13485:2016 / DY8d/1348/2004.
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