TexHUYeCKUH MACTOPT MEAULMHCKOT0 U3/ IUs

HInpuubl HHLEKIMOHHBbIE OJAHOPA30BbIE C UTJIAMM U
0e3 urJ, oobem: 1 M, 2 M, 3 M, S mar, 10 mur, 20 mu,
50 max

MsroroBurens: Changzhou Jinlong Medical Plastic Appliance Co. Ltd.

Anpec: Zhenglu Town Wujin, Jiangsu 213111 China
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1. CBenenust 00 u3aejanu

HaumenoBanue: Llnpuibl HHBEKIIMOHHBIE OAHOPA30BBIE C UTTIAMH U Oe3 uri1, oobeM: 1 mi, 2
mi, 3 miL, 5 mut, 10 i1, 20 mo, 50 Mt

Hsrorosurenn: Changzhou Jinlong Medical Plastic Appliance Co. Ltd.

Anpec: Zhenglu Town Wujin, Jiangsu 213111 China

2. Ha3zHayenmne

[puIibl ”HBEKIIMOHHBIE OJTHOPA30BBIC C UTJIAMH M 0€3 UTJT (J1ajee — IIPHUILHI)
HpGI[Ha?;Ha‘ICHbI JJI IIOAKOXKHOI'O, BHYTpI/IMBIH_ICLIHOI‘O nu BHyTpI/IBCHHOI‘O BBCIICHHUSA B OpI‘aHI/I3M
pa3JII/I‘~IHI)IX KUOKUX JICKapCTBCHHI)IX CpeI[CTB, a TAKXEC 11 0T6opa KpOBI/I 1 OTCaCbIBaAHUA

Ppa3INIHbIX )I(I/I,Z[KOCTeﬁ M3 OpraHu3ma.

3. Texnnueckue XapaKTepUCTHKH

3.1 HInpuilbl HHBEKIIMOHHBIC OJTHOPA30BHIC PA3JICISIFOTCS Ha:

[Impuiibl *HBEKIIMOHHBIE OJTHOPA30BBIC C UTJIAMH, 00BbeMoM: 1 M1, 2 M, 3 M1, 5 mi, 10 mu, 20
mi, 50 mit;

[Impuiibl *HBEKIIMOHHBIE OJTHOPA30BBIC C ABYMS UTIIaMH, o0beMom: 1 mit, 2 mi, 5 mi, 10 mi, 20
MIL.

[npuiisl *HBEKIIMOHHBIE OAHOPa30BbIe 0€3 uri, oobemom: 1 mi, 2 mi, 3 mir, 5 mi, 10 mi, 20
mi, 50 mit;

OcHOBHBIE XapPAKTCPUCTHKHU BAPHUAHTOB UCIIOJHCHUS HIIPUIICB YKAa3aHEI B Ta6n1/1ue 1.

Tadauna 1 - BapuaHTbl HCIIOJIHEHHUS IINIPHULIEB

Tun Oo6bem Pa3mep uruabt

[Inpui THBEKIMOHHBIN C UTJION I M 0,4x 12 mm (27G);

HImpui MHBEKIIMOHHBIN ¢ UTJION 2 MII 0,6 x 30 mm (23G);

[Ipui; THBEKIMOHHBIN C UTJION 3 M 0,6 x 30 mm (23G);

[Ipu1i; ”HBEKUMOHHBIN C UTJION 3 Mn 0,7x40 mm / 0,7 X 38 MM
(22G);

[pu1r MHBEKITMOHHBIN C UTJION 5 M 0,7x40 mm / 0,7 x 38 MM
(226);

[mpuIr MHBEKIIMOHHBIN C UTJION 10 M 0,8x40 MM/ 0,8 x 38 MM
(21G)

[Ipui; THBEKIIMOHHBIN C UTJION 20 M 0,8x40 MM/ 0,8 x 38 MM
(21G)




[Inpun MHBEKUMOHHBIN C UTII0N 50 M 1, 2x40 MM/ 1,2 X 38 MM
(18G);
[npur ¢ AByMs Uriamu 1 mn 0,45 x 12 mm (26G);
0,5 x 16 mm (25G);
[npur ¢ AByMs Uriamu 2 M1 0,63 x 32 mm (23G);
0,7 x 38 mm (22QG);
[npur ¢ AByMs UriaMmu 5 Mn 0,6 x 38 mm (23G);
0,7 x 38 mm (22G);
[mpurr ¢ AByMs UTiIaMu 10 M 0,7 x 38 mm (22G);
0,8 x 38 mm (21G);
[npur ¢ AByMs UriaMmu 20 M 0,8 x 40 mm (21G);
0,8 x 50 mm (21G);
HInpun MHBEKIIMOHHBIN 0€3 UTITbI 1 mn Hrna orcyrcTByer
[npu1ir MHBEKIMOHHBIN 0€3 UTJIBI 2 M1 Hrna oTcyrcTByeT
[mpuIir MHBEKIMOHHBIN 0€3 UTJIBI 3 M Wrna orcyrcrByer
[npuil MHBEKIIMOHHBINA O€3 UTJIBI 5 M Hrna orcyrcTByer
[ImpuIir MHBEKIMOHHBIN 0€3 UTJIBI 10 M Wrna orcyrcrByer
[puIir MHBEKIIMOHHBIN 0€3 UTJIBI 20 M Wrna orcyrcrByer
[npuil MHBEKIIMOHHBIN 0€3 UTJIbI 50 M Hrna orcyrcTByer

3.2 KoHCTpyKIMsS HMHBEKIIMOHHOTO OHOPA30BOTO HINPHIIA C UIJIOH, TPUBEICHA HA pUCYHKE 1.

Pucynok 1- CxemaTnyeckoe n300paxeHne HHbeKIMOHHOI0 OTHOPA30BOr0 IIPHULA €

HUIJIOM
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1. 3aIUTHBIA KOJIIAYOK UIJIbI 7. FpaIlI/IPOBO‘lHaH JIMHUA 13. YVitortHurens
2. Urna 8. Hynesas nunust 14. Topuens
3. CoeuHenme 9. Huminap 15. YHops! /15 nanbles
4. Konmayok Juis 3alAThl HAKOHEYHUKA 10. JIuans rpaayupoBKH 16. [Itok
HOMHHAJILHOU BMECTUMOCTH

5. Hakoneunuk-konyc 17. Ynop mroka

11. JIuHus MOTHOM TpagyupOBaHHOM

6. OTBepcTHE HAKOHEYHUKA BMECTHMOCTH

12. JIluaus Hayaga orcuera




3.3 KoHCTpyKIIMS HHBEKIIMOHHOTO OJHOPA30BOro LIMpHULla O3 UIJIbl, IPUBEICHA Ha PUCYHKE 2.

Pucynok 2 — CxemaTnueckoe n300paxxeHne HHbeKIMOHHOTO 0OITHOPAa30BOI0 mmpuua oe3

UTJIbI
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1. Hynesas nunus 7. OTBepcTHE HAKOHEUHUKA

2. I'papupoBouHBIC JIMHUH 8. HakoHe4YHHK-KOHYC

3. JluHus rpagynpoBKU 9. Humusmp

HOMUHAJIBHOW BMECTUMOCTHU 10. INopuienn

4. JlvHus TOTHOM Irpa yupOBaHHON 11. YunotHuTeNnb

BMECTUMOCTHU 12. llItok

5. JIluHus Havyasa oTcueTa 13. Ynop mroka

6. Ymopsl s manbieB

KonTtponupyemoe BBeieHHE 103bI IEKAPCTBEHHBIX BEIIECTB 00ECIIEYNBAET YETKO
MponeyaTaHHas IIKaja, HAHECEHHAass HECMbBIBAEMOM KPacKoOil.

3.4 MarepuaJibl i1l U3TOTOBJICHUS IITIPUIIEB, YKa3aHbI B Ta0ymIe 2, 3.

Tadauna 2 — Ucnosib3yeMble MaTepPUAJbI 1J1sl H3TOTOBJIEHUS HIMPUHIIEB € UTJIOH

CocraBHasi yacThb Marepuan
Hunuuap [Monunponunen (ITI1)
IIITok, mopiieHs [Honunponunen (I1I1)
YIIoTHUTEND HarypanbpHblii Kayayk
3alUTHBIA KOJIMAYOK UTJIbI [Honunponunen (ITIT)
Konnauox asis 3a1uThl HAKOHEUHUKA [Honunponunen (ITIT)
Wrna Hepxageromas aycTeHUTHas CTalb




Martepuainsl IIPUIIEB COBMECTUMBI C )KUIKOCTSIMM sl UHbeKUui . [lunnuap
M3TOTOBJIEH U3 MOJIMIIPONIUIIEHA, YTO 00€CIIeYNBAET BOZMOKHOCTh KOHTPOJIUPOBATH OTCYTCTBUE
BO3/YILIHBIX IY3bIPHKOB (MCKIIIOUAETCSI SMOOJIUS MEJIKMX COCYA0B) IIPU BBEICHUU JKUJIKUX
JIEKapCTBEHHBIX CPEACTB B OPraHU3M M OLICHWBATh HAJUICXKALIMHI BUJ] IEKAPCTBEHHOI'O CPE/ICTBA.
Ha nucranbHOM KOHIE IMIMHPA PAacHooxkeH KoHHekTop (Tun Jlyep-nok /Jlyep-ciun) mis
HOJCOEAMHEHUS UIJIbI Ul IOJKOKHBIX HHBEKIMHA. Y INIOTHUTENb IIIPULIA U3TOTOBJIEH U3
HATypaJIbHOTO KayuyKa, 4TO 00€CIIeYnBaeT F€pPMETHUYHBIN KOHTAKT MEX/y IIOPILIHEM U
[WIMHAPOM IIPU 0TOOPE U BBEICHUH JICKAPCTBEHHBIX CPeACTB. Mribl, HCIOIB30BaHHbIC B
HINPHIAX TPOU3BOASITCS U3 BBICOKOKAYECTBEHHON HEP KABEIOLIEH ayCTEeHUTHOM cTaln, UMEIOT
TPEXTPaHHYIO JIA3€PHYIO 3aTOYKY, YTO MUHUMHU3UPYET O0JIeBbIE OLIYIICHUS IPU UHBEKLINH.
Wrna noasepraercs B MpoILecce MPOU3BOICTBa MHOTOKPATHON XuMu4eckoi 00paboTKe, 4To
JIeNIaeT HApY>KHYIO MIOBEPXHOCTH UTJIbI OJICCTSIIEH, TTIaAKOH, 0e3 TPeIIrH, aparnuH 1 JPYyTrux
ne(eKToB. 3alUTHBINA KOMJIauOK UIJIbI U3TOTOBJIEH U3 nosunponuieHa. Kanwomau urn

THUIIOAJUICPICHHBI W OKpALICHBI B IBETA, YCTAHOBJICHHBIC MCXKIAYHAPOAHBIMU CTAHAAPTAMU.

4. Mepbl Ipe10CTOPOKHOCTH

- He ncnone3yiite nznenue, eciiv ynakoBKa OTKPbITa WM IIOBPEKICHA;

- He ncnone3yiite nznenue, eciiv CHCTEMa IOBPEXKCHA,

- He ucnone3yiite n3nenue no HCTEUEHUIO CPOKA TOJHOCTH;

- He ucnone3yiite n3nenue He o Ha3HAUYEHUIO;

- He ncnone3yiite nznenue noBTOPHO;

- He ucnione3yiite uznenue, €civ BHyTPU HUX NPUCYTCTBYET TOCTOPOHHEE BEUIECTBO
[Tocne okoHYaHMS MPOLEYPHl, YTUIN3UPYHTE MEAUIIMHCKOE U3JENINE, B COOTBETCTBHUH C

Canllun 2.1.7.2790-10.

5. YcnoBust xpanenus

H3}1€J’II/I5[ XpaHAT B YIIAKOBAHHOM BHUJC B CYXOM U IPOBETPHUBACMOM IMOMEIICHUU ITPU
temneparype ot +5 °C o +40 °C npu OTHOCUTENBHOHN BIaKHOCTH BO3tyxa He Oosee 80%. B
npoliecce XpaHeHUs MIIPUII JOJDKHBI OBITh 3aLIUIIEHBI OT IEHCTBHS MPSIMBIX COTHEYHBIX

Hy‘leﬁ, HaxXoJUTCA Ha PACCTOSIHUU HE MCHCC 1 Mot TCIUION3JTYYarOIX HpI/I60p0B.




6. Ynakoska

Kaxp1ii mmpui ynmakoBaH B MHAUBHAYAJIbHYIO CTEPUIIBHYIO MTOJUATUIICHOBYIO
YIIaKOBKY, KOTOpast IETKO BCKpbIBaeTCsA. IHIUBUIYyaTbHO yIIaKOBaHHbIE IITPHUIIBI CIIOKEHBI B
TPYIIOBYIO YIAaKOBKY. [l TpaHCIOPTHPOBKY IINPHIIEI B TPYIIIOBON YIIAKOBKE IIOMELIECHBI B
KapTOHHBIE KOpoOa.
6.1 UnauBuayanbHas yrakoBKa

Kaxplii mmpui repMeTHYHO yakoOBaH B MHAWBUIYAIbHYIO YIAaKOBKY.
WNunuBuyansHas yiakoBKa U3TOTOBJICHA U3 MOIMATHIICHA. MaTepua 1 KOHCTPYKIHS YIaKOBKH
rapaHTUPYyeT: CTEPHIbHOCTh, MUHUMAJIBHBIN PUCK 3arps3HEHNS, HAISKHYIO 3aIIUTY
COJICPKUMOT0, HEBO3MOXXHOCTH IIOBTOPHOTO 3areyaThbIBAaHUSI BCKPBITOM YITAKOBKH.
6.2 I'pynmoBas yrakoBka

HInpuubl B MHIMBHIYAIEHON YIAaKOBKE YKJIABIBAIOTCS B IPYIIIOBYIO YIIaKOBKY. I1o

MaTepuanty U BUAY Pa3InyaroT JBe YIAKOBKU: MOJUATUIICH (TIAKET) UM KapTOH (KOpoO).

Ta6auna 3 — BiioxkeHue mMIMpUIleB B IPYNNOBOii yIaKOBKe.

O0beM mnpuna MarepuaJ ynakoBKu KosmuecTBoO

[Inpuiy MHBEKIIMOHHBIN C [Honustunen (PE) 150 wTyk;

UTJI0M, 00BeM: 1 M

[Inpun MHBEKUMOHHBIN C [Monmmatrnen (PE) 100 mryk;

UTJI0M, 00BeM: 2 MIT

[IInpu MHBEKIMOHHBIN C [onustunen (PE) 100 mwTyk;

WTJION, 00BeM: 3 MIT

[Inpun MHBEKIMOHHBIN ¢ [Monmmatrnen (PE) 100 mryk;

WTJION, 00BeM: 5 MIT

[IInpui MHBEKIIMOHHBIN C [Honustunen (PE) 50 mwTyk;

uriaou, oovem: 10 M

[Ipun MHBEKUMOHHBIN € [Monmuatrnen (PE) 40 mwTyK;

WrJIoM, 00beM: 20 M

[[Inpuil MHBEKIIMOHHBIN C [Monuatrnen (PE) 20 mTyk;

UrjaoM, oobem: 50 M

[Inpuiy MHBEKIIMOHHBIN C [onustunen (PE) 150 mwryk;

uriaamu, oobem: 1 M

[Ipun MHBEKUMOHHBIN C [Monmuatrinien (PE) 100 mryk;

UrjaamMu, o00beM: 2 M1




[IInpun MHBEKUMOHHBIN C [Tonustunen (PE) 100 mTyk;
uriaamMu, o0beM: 5 mi

[Impun MHBEKIMOHHBIN C [Honmmatrinen (PE) 50 wTyk;
uriamu, oobem: 10 mi

[Impun MHBEKIMOHHBIN C [Honmuatriien (PE) 40 mryK;
uriamu, oorem: 20 M

HInpun MTHBEKIMOHHBIN 03 [Honustunen (PE) 150 wryk;
WTJIEL, 00beM: 1 M

[Impuir MHBEKITMOHHBIN 0€3 [Honmmatrinen (PE) 100 mryk;
HTJIBI, 00beM: 2 MII

[pui MHBEKIIMOHHBIN 0€3 [Honustunen (PE) 100 wTyk;
WTJIBL, 00BbeM: 3 M

[Impuil MHBEKITMOHHBIN 0€3 [Monmuatrnen (PE) 100 mTyk;
WTJIBL, 00BEM: 5 M

[ pui MHBEKIIMOHHBIN 0€3 [Honustunen (PE) 50 wTyk;
Uribl, 006eM: 10 M

[Impuil MHBEKITMOHHBIN 0€3 [Monmuatrnen (PE) 40 mryk;
WTJIEL, 00beM: 20 MiI

[npui MHBEKIIMOHHBIN 0e3 [Monmmatrnen (PE) 20 mwTyK;
Wb, 00beM: 50 M

[IInpui MHBEKIMOHHBIN C Kapron 100 mwTyk;
WTJION, 00BbeM: 1 M

[IInpu MHBEKIMOHHBIN C Kapron 100 mTyk;
UTJI0M, 00BeM: 2 MII

[IInmpui MHBEKIMOHHBIN C Kapron 100 mwTyk;
WTJION, 00BEM: 3 MII

[Inpu MHBEKIIMOHHBIN C Kapron 100 mTyk;
WTJION, 00BeM: 5 MIT

[[Impui MHBEKIIMOHHBIN C Kapron 100 mwryk;
uriaou, oorem: 10 M

[Ipu MHBEKIMOHHBIN C Kapron 50 wTyk;
WrJIoM, 00beM: 20 M

[[Inmpui MHBEKIMOHHBIN C Kapron 25 mTyK;

Urjaou, oobem: 50 M




6.3 TpancnopTHasi ynakoBKa

[Inpuibl B TpyNIoBOX YIIAKOBKE YKJIAJBIBAIOTCS B TPAHCIIOPTHYIO YIIAKOBKY JUIS

XPaHEHUs U TPAaHCHOPTUPOBKU. TpaHCIOpTHAS yIakoBKa MU3TOTOBJIEHA U3 KapToHa. BiioxkeHue

HINPUIEB B UHAUBUAYAIBHON U IPYNIIOBOM yIaKOBKe, YKa3aHO B Ta0iuIe 7.

Tadauna 4 — ByioskeHue MINPHUIEB B TPAHCIIOPTHYIO YIIAKOBKY.

O0beM mmpuna

MarepuaJ TpaHCIOPTHOI
YNaKOBKH / MaTepuaj
IPYNNoBOil YIAKOBKH

KonnyecTBO B TpaHCHOpTHOI

yIaKoBKe / KOJUYeCTBO B
rPyNnoBoOi ynakoBKe

[Inpun MHBEKUMOHHBIN C

WTJI0H, 00BeM: 1 M

Kapron / [lonmustunen (PE)

3000 . / 150 mT.

[Inpun MHBEKUMOHHBIN C

UTJI0M, 00BeM: 2 MII

Kapron / [lonmustunen (PE)

2400 wrr. / 100 .

[Ipui, MHBEKIMOHHBIN C

WTJI0H, 00BeM: 3 MII

Kapron / ITonmmatunen (PE)

2400 qrr. / 100 .

[Inpun MHBEKUMOHHBIN C

UTJI0M, 00BeM: 5 M

Kapron / [lonmustunen (PE)

1800 mrr. / 100 .

[Inpun MHBEKIMOHHBIN C

uriaou, oovem: 10 M

Kapton / [Tonustunen (PE)

1000 mr. / 50 mrT.

[Ipun MHBEKUMOHHBIN C

urjiaou, oobem: 20 M

Kapton / [lonustunen (PE)

720 trr. / 40 1.

[Inpun MHBEKIMOHHBIN ¢

UrjIoi, o0bem: 50 M

Kapton / [Tonustunen (PE)

320 mrr. / 20 .

[[Impuir MHBEKITMOHHBIN 0€3

UTJIBI, 00BbeM: 1 M

Kapton / [Tonustuinen (PE)

3000 mrT. / 150 .

[ pui MHBEKIIMOHHBIN 6€3

WTJIBI, 00BheM: 2 M

Kapton / [lonustunen (PE)

2400 mrr. / 100 .

[npui MHBEKIIMOHHBIN 0€3

WTJIBI, 00BbeM: 3 MII

Kapton / [Tonustunen (PE)

2400 qrr. / 100 1.

[ pui MHBEKIIMOHHBIN 6€3

WTJIBI, 00BEM: 5 M

Kapton / [lonustuinen (PE)

1800 . / 100 1.

[npui MHBEKIIMOHHBIN O€3

uriael, 00beM: 10 M

Kapton / [Tonustunen (PE)

1000 mrr. / 50 wrT.




[puil MHBEKIIMOHHBIN 0€3

UrIbl, 00beM: 20 M

Kapton / [Tonustinen (PE)

720 wrr. / 40 wrr.

[Impuir MHBEKITMOHHBIN 0€3

Wbl 00beM: 50 M

Kapron / ITonmuatunen (PE)

320 mrr. / 20 .

[IInpun MHBEKUMOHHBIN C

Wrjamu, oobeM: 1 mi

Kapron / [lonustunen (PE)

3000 mrr. / 150 .

[Impun MHBEKIMOHHBIN C

WTJIaMH, 00beM: 2 MII

Kapron / ITonmuatunen (PE)

2400 mr. / 100 mrT.

[IInpun MHBEKUMOHHBIN C

uriamu, o0bem: 5 M1

Kapron / [lonustunen (PE)

1800 mrr. / 100 wrr.

[Impui, MHBEKIMOHHBIN C

uriamu, oobem: 10 mi

Kapron / ITonmmatunen (PE)

1000 mr. / 50 mrT.

[Inpun MHBEKUMOHHBIN C

uriamu, ooreM: 20 M

Kapron / [lonmustunen (PE)

720 wrr. / 40 wrr.

[ pui MHBEKLIMOHHBIN C Kapton / Kapton 3000 mrT. / 100 .
UTJI0M, 00BeM: 1 M

[Ipun, MHBEKIMOHHBIN C Kapron / Kapron 2400 . / 100 .
WTJION, 00BEM: 2 MII

[puil MHBEKLIMOHHBIN C Kapton / Kapton 2400 . / 100 mT.
WTJION, 00BEM: 3 MII

[IInpui MHBEKIIMOHHBIN C Kapton / Kapton 2000 . / 100 mt.
WTJION, 00BeM: 5 MIT

[pui MHBEKIIMOHHBIN C Kapron / KapTon 1200 mr. / 100 mT.
uriaou, oovem: 10 M

[Inpu MHBEKIMOHHBIN C Kapton / Kapton 800 . / 50 .
Urjon, oosem: 20 M

[pui MHBEKIIMOHHBIN C Kapron / KapTon 400 wr. / 25 wrT.

uriaou, oovem: 50 M

7 I'apaHTHM U3rOTOBUTEJISA

7.1 TapaHTHUHBII CPOK XpaHEHUsI IUIIIPULIEB — MSATh JIET C JAaThl U3TOTOBJICHHUS.

7.2 «Yanrmxkoy xxunaonr Megukain [lnactuk Innimance Ko. Jta» / («Changzhou
Jinlong Medical Plastic Appliance Co., Ltd».) rapanTupyeT cOOTBETCTBHE IIITPHUIICB
HEO0OXOIMMBIM TPEOOBAHUSM TIPU COOJIOICHUN YCIIOBUM XpaHEHUS U TPAHCTIOPTUPOBAHMS.




7.3 Tlo Bompocam, CBSI3aHHBIM C TAPAaHTUHHBIMH 0053aTEIbCTBAMH, 00paIIaThCs K
MPOU3BOIUTEINIO:

Yanrmxoy Jhbxurnonr Menukan [Inactuk Onmmuance Ko. JItny / («Changzhou Jinlong Medical
Plastic Appliance Co., Ltd».);

Anpec: Changzhou Jinlong Medical Plastic Appliance Co. Ltd, Zhenglu Town Wauijin, Jiangsu
213111 China.

8 Ilopsiaok yruiauzauuu

MeponpusTis 10 YHUUYTOXEHUIO U YTHIIM3ALUUU IIPUIIEB UHBEKIIMOHHBIX OJTHOKPATHOTO
MPUMEHEHUS JJOJHKHBI TIPOBOJIUTHCS B COOTBETCTBUH C TPECOOBAHUSMU CAHUTAPHBIX MPABUI U
MHBIX HOPMATHBHBIX MPABOBBIX akTOB Poccuiickoit denepanuu Bo Bcex IeueOHO-
nPOQUIAKTHYECKUX YUPEKICHUSIX HE3aBUCUMO OT UX MPOQUIIs.




